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OPENING STATEMENT OF SENATOR JERRY MORAN 

Senator Moran. Good morning, everyone. We are delighted to 
have you with us. My first faux pas as new subcommittee chairman 
was to fail to turn on the mike. Senator Blunt is here to correct 
any of those mistakes, and I look forward to working with Senator 
Merkley to see that our subcommittee does its oversight work and 
its appropriations process oversight in a very significant and mean- 
ingful way. 

We are delighted to be here this morning. Today’s hearing is 
going to focus on one of the important aspects of our subcommittee, 
the Food and Drug Administration (FDA), its fiscal year 2016 
budget request. We thank the Commissioner, as I indicated, for 
being here, along with Mr. Tyler and Mr. Cochran. 

We look forward to questioning you. Dr. Hamburg, with this 
being your last appearance before the subcommittee, and let me 
take a moment to thank you for your public service and wish you 
well. We look forward to your testimony today and we look forward 
to your success and enjoyment in the future. 
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The agency you head has authority over approximately 20 cents 
of every $1 spent in America. Americans expect that the food they 
eat and the drugs they take will be safe and effective, and the FDA 
has vast reach. 

The agency has authority over more than 300,000 foreign estab- 
lishments and 185,000 domestic establishments, ranging from food 
processing plants to facilities that manufacture life-saving medica- 
tions. 

In addition to the facilities themselves, FDA is tasked with the 
regulatory responsibility of individual products. Just last week, 
FDA approved the first biosimilar product in the United States, en- 
abling access to important therapies for patients in chemotherapy 
and other cancer treatments. 

In delivering these regulatory responsibilities, your private sector 
partners expect transparency and certainty from the FDA, and 
when I speak to small businesses, agriculture producers in Kansas 
and across the country, their great concern is the limits of Govern- 
ment and how it limits their ability to create jobs and stifles inno- 
vation through unnecessary and burdensome regulations. 

In part, we are here to try to eliminate where possible that un- 
necessary burden. 

Over the past 4 years, the FDA has been given significant new 
responsibilities, including the Food Safety Modernization Act 
(FSMA), menu labeling legislation, and drug compounding legisla- 
tion. When implementing these laws, FDA must avoid the 
trappings of one size solution fits all problems. Small business and 
consumers suffer under the practices that limit the ability to re- 
spond to new requirements and little time to implement those 
changes. 

The agency’s final rule on menu labeling in my view is overly 
broad and inflexible and lacks a great deal of practicality, and I 
was disappointed to see the inclusion of grocery stores, convenience 
stores, and other entities that do not sell restaurant style food as 
their primary business included in that regulation. 

Under the Food Safety Modernization Act, FDA is tasked with 
implementing the most sweeping changes to food safety laws in 
over 70 years. I was pleased to see that the agency took many of 
the concerns within the agriculture community into account by re- 
proposing significant portions of the rules because they were un- 
workable for farmers. 

With the court mandated deadline for finalization approaching, 
I encourage FDA to consider deliberate and thoughtful implemen- 
tation of this law. 

I look forward to discussing with you these and other topics this 
morning. We have a lot to cover. I will now turn to Senator 
Merkley. 

[The statement follows:] 

Prepared Statement of Senator Jerry Moran 

This hearing will come to order. Good morning. Today’s hearing will focus on the 
Food and Drug Administration’s (FDA) fiscal year 2016 budget request, and thank 
you Commissioner Hamburg, Mr. Tootle, and Mr. Cochran for being here today to 
discuss FDA’s priorities for the upcoming year. Dr. Hamburg, with this being your 
last appearance before the subcommittee as FDA Commissioner, I want to thank 
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you for your public service and your efforts to promote the health and safety of 
American consumers. 

The agency you head has authority over approximately 20 cents of every $1 spent 
in America. Americans expect that the food they eat and the drugs they take will 
be safe and effective. FDA’s reach is vast; the agency has authority over more than 
300,000 foreign establishments and 185,000 domestic establishments, ranging from 
food processing plants to facilities that manufacture lifesaving medications. In addi- 
tion to facilities themselves, FDA is tasked with the regulatory responsibility of in- 
dividual products. Just last week, FDA approved the first hiosimilar product in the 
United States, enabling access to important therapies for patients in chemotherapy 
and other cancer treatments. 

In delivering these regulatory responsibilities, your private sector partners expect 
transparency and certainty from FDA. When I speak to small businesses and agri- 
cultural producers in Kansas, their overwhelming concern is a government that lim- 
its their ability to create jobs and stifles innovation through unnecessary and bur- 
densome regulations. We must always be mindful of these concerns. 

Over the past 4 years, FDA has been given significant new responsibilities 
through the Food Safety Modernization Act, menu labeling legislation, and drug 
compounding legislation. 

When implementing these laws, FDA must avoid the trappings of “one-size-fits- 
all” solutions. Small businesses suffer under this practice all too frequently because 
they have limited capital to respond to significant new requirements and little time 
to implement these changes. 

The agency’s final rule on menu labeling is overly broad and inflexible and lacks 
a great deal of business practicality. I was disappointed to see the inclusion of gro- 
cery stores, convenience stores, and other entities that do not sell restaurant style 
food as their primary business. 

Under the Food Safety Modernization Act, FDA is tasked with implementing the 
most sweeping changes to food safety laws in over 70 years. I was pleased that the 
Agency took many of the concerns within the agricultural community into account 
by re-proposing significant portions of the rules because they were unworkable for 
farmers. With the court-mandated deadlines for finalization approaching, I encour- 
age FDA to consider deliberate and thoughtful implementation of the law. 

I look forward to discussing this and other topics with our witnesses today. We 
have a lot to cover this morning, so I will turn it over to Senator Merkley for his 
opening remarks. 


STATEMENT OF SENATOR JEFF MERKLEY 

Senator Merkley. Thank you very much, Mr. Chairman. I am 
delighted to be here in the role of ranking member, and I am cer- 
tainly looking forward to working with you as we examine the 
budgets for the Department of Agriculture and the FDA. 

Commissioner Hamburg, welcome to what is your last appear- 
ance before this subcommittee. 

Senator Moran. She is smiling. 

Senator Merkley. You look a little too happy. You have had the 
longest tenure of any FDA Commissioner in recent history, so 
thank you for your service over the last 6 years. You have steered 
the FDA through a period of enormous growth in both funding lev- 
els and responsibilities. 

In 2009, FDA’s budget was just over $2 billion in appropriated 
funds. In 2015, $2.6 billion. If you throw in user fees on top of that, 
the numbers are even higher. 

Since you took the helm. Congress has passed several major 
pieces of legislation including the Family Smoking Prevention and 
Tobacco Control Act, the Food Safety Modernization Act, Drug 
Quality and Security Act, and the FDA Safety and Innovation Act, 
each of which has placed significant new responsibilities on the 
agency, and each of which you are currently implementing. 

At the end of the fiscal year, multiple new food safety rules will 
be finalized. I am hopeful that we will see the long awaited tobacco 
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deeming regulations from FDA in the next couple of months. There 
is a lot going on, and your leadership will he missed. 

I am going to try to wrap this up fairly quickly so we can get 
to questions. I do want to point out this is a very robust budget 
request. The budget for FDA includes an increase of $147 million 
in appropriated funding, with much but not all directed to food 
safety activities. 

I know that this subcommittee has been critical of FDA budgets 
in recent years that have simply proposed new user fees to fund 
food safety activities, and the likelihood of approval of those fees 
was minimal. 

This budget does have some additional proposed user fees, but 
also a significant budget authority increase of $109 million for 
FSMA implementation, and an increase of $15 million for the ad- 
ministration’s larger combating antibiotic resistance initiative or 
GARB initiative regarding antimicrobial resistance. 

While the FDA’s piece of this is small, the role that FDA plays 
in ensuring there are new antibacterial drugs is vital. It is a sig- 
nificant issue, and I am pleased to see that you are addressing it 
in the budget, and look forward to your testimony. Thank you. Sen- 
ator. 

Senator Moran. Senator Merkley, thank you. I, too, look forward 
to working with you, and Dr. Hamburg, we are now ready for your 
testimony. 

Dr. Hamburg. Thank you very much, and good morning. Chair- 
man Moran — I have the same problem. Six years and I still have 
not learned 

Senator Moran. Thank you for making me comfortable. 

SUMMARY STATEMENT OF HON. DR. MARGARET A. HAMBURG 

Dr. Hamburg. Thank you. Chairman Moran, Ranking Member 
Merkley, and members of the subcommittee. I am pleased to be 
here today to discuss the President’s fiscal year 2016 budget re- 
quest for FDA. It is an important budget request, as Senator 
Merkley noted. 

This will be my final appearance before the subcommittee before 
stepping down as Commissioner, and I want to begin by thanking 
this subcommittee for your past investments in FDA. 

This support has helped us address many of the demands of our 
broad and ever more complex mission. I have appreciated the con- 
structive dialogue that we have been able to have over the years. 

During my tenure at FDA, Congress has recognized the vital and 
unique role that we play in promoting and protecting public health. 
Landmark new legislation has expanded FDA’s authority as was 
just noted. 

We now regulate tobacco products, implement legislation to dra- 
matically transform our food safety system, and to expand our 
medical product mandates, and a host of other new programs as 
well, not to mention new requirements to ensure the safety and in- 
tegrity of complex global supply chains for both medical products 
and for food. 

Our accomplishments really demonstrate our ability to respond 
to evolving public health needs and responsibilities across the very 
broad spectrum of products that we regulate. 
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However, resources in fact have not kept pace with our new au- 
thorities and mandates, as well as the demands of dramatic ad- 
vances in the science and technology that underpins the products 
that we regulate, and the rapidly changing global marketplace, 
which has enormous ramifications on the work that we do and the 
people we work to protect. 

Moreover, most of our growth in funding has been in user fees 
provided by regulated industries, resources that can be spent only 
on a limited range of FDA programs. 

We certainly recognize the duty that you have to wisely dis- 
tribute taxpayer dollars among many competing priorities, but 
FDA has had a great return on investment. 

Last year, in terms of budget authority, FDA cost every Amer- 
ican only about $8 to ensure the safety of their food, their access 
to safe, effective, and even life-saving medical products, a safe 
blood supply, and so much more. 

FDA is committed to finding efficiencies wherever they exist. In 
fact, in the budget before you, we are proposing $16 million in re- 
ductions to our base resources, nonetheless, tackling such critical 
challenges as food safety modernization, antibiotic resistance, and 
precision medicine requires additional investments at this time. 

BUDGET REQUEST 

To help meet our public health mission for fiscal year 2016, FDA 
is requesting $4.9 billion, $2.7 billion in budget authority, and $2.2 
billion in user fees. The increase above fiscal year 2015 is $425 mil- 
lion, $148 million of which is budget authority. Again, recognizing 
the larger pressures on the Federal budget, we focused the budget 
request on essential functions and urgent needs of our agency. 

I would like first to address FDA’s efforts to improve and protect 
America’s food supply. The fiscal year 2016 budget request includes 
a total of $1.5 billion for food safety and nutrition, including $109.5 
million budget authority increase. This increase will be largely 
dedicated to implementation of the Food Safety Modernization Act 
or FSMA. 

Since FSMA was passed in 2011, FDA has made extraordinary 
progress, including the issuance of seven major proposed regula- 
tions which will be finalized later this year. 

Significant funding gaps still loom. The actual on the ground im- 
plementation of these regulations will require us to modernize in- 
spections and retrain staff to apply the new rules effectively and 
consistently, provide guidance and technical assistance to industry 
to support their compliance efforts, and invest in the capacity of 
our State partners to leverage their local knowledge and capacity. 

We also must address concerns about the safety of the large and 
growing volume of food imported from other countries. FSMA em- 
powers the agency to hold foreign food producers to the same 
standards we expect of food producers in the United States. We 
must do so to ensure a level playing field for American firms, and 
most importantly, to protect our citizens. 

I cannot overstate the importance of our request to fund contin- 
ued successful implementation of FSMA. A shortfall in funding will 
undermine Congress’ intent to transform our Nation’s food safety 
program, and will harm all stakeholders. 
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If we invest now, I am confident that we can fulfill FSMA’s vi- 
sion of a modern prevention oriented food safety system that works 
collaboratively across our global food system to reduce foodborne 
illness, bolstering public confidence in the food supply, and main- 
taining U.S. leadership on food safety. 

In the vital area of medical product safety and innovation, the 
fiscal year 2016 budget request provides a program level of $2.7 
billion, including a budget authority increase of $^33.2 million above 
fiscal year 2015. 

Part of the proposed budget increase will support FDA imple- 
mentation of key initiatives of FDASIA, the Food and Drug Admin- 
istration Safety and Innovation Act, and to continue important 
work on the national strategy for combating antibiotic resistant 
bacteria, where we have made important strides on both the 
human and the animal front, although this remains a pressing 
public health challenge. 

An additional $10 million is to support FDA’s essential role in 
personalized or precision medicine, and enable us to continue to 
speed the development of promising new diagnostics and treat- 
ments for patients with serious illnesses. 

Our exciting work in medical product innovation and safety is a 
testament both to the new opportunities that have been presented 
by scientific knowledge and technology, as well as our innovative 
approaches to expedite development and review of medical products 
to address unmet medical needs while adhering to established 
standards for safety and efficacy. 

In fact, in 2014, FDA approved the most new drugs and biologies 
in almost 20 years, and brought life-saving drugs to market more 
quickly than ever. We have also made real progress in reducing 
times for medical devices to reach the market. 

Enhanced funding will help us to maintain our Nation’s pre- 
eminence in biomedical product innovation and safety, and will 
benefit us all. 

Let me close by underscoring that FDA’s public health mission 
is indispensable to the health and well being of every American. 
We carry out our mission effectively and with relatively few tax- 
payer dollars, despite tremendous expansions in our responsibil- 
ities as a result of new legislation, scientific and technological ad- 
vances, and a globalized marketplace. 

Our budget request plans for efficient spending on programs that 
are essential to providing Americans with safe foods and safe and 
effective medical products that they expect and count on. 

I know that with your ongoing support, FDA will continue to 
move forward in fulfilling its critical responsibilities to the Amer- 
ican public. 

Thank you. 

[The statement follows:] 

Prepared Statement of Hon. Dr. Margaret A. Hamburg 

INTRODUCTION 

Good morning Chairman Moran, Ranking Member Merkley, and members of the 
subcommittee, I am Dr. Margaret Hamburg, Commissioner of the Food and Drug 
Administration (FDA). Thank you for the opportunity to appear before you today to 
discuss the President’s fiscal year 2016 budget request for FDA. I would like to 
thank the subcommittee for its past investments in FDA, which have helped us 



7 


meet the demands of our broad and increasingly complex mission. For fiscal year 
2016, FDA is requesting $4.9 billion to support our essential functions and priority 
needs. 

On a personal note, I’d like to thank the Committee for its continuing commit- 
ment to these issues during my 6 years as Commissioner. As you know, I will be 
stepping down at the end of this month, so this will be my final appearance before 
this subcommittee. I will miss the constructive dialogue we have enjoyed over the 
years to address matters of mutual concern. My decision to leave FDA was not an 
easy one, as there is always more to be done, and I remain dedicated to the vital 
work and mission of the agency. But, I am confident that I leave the agency strong- 
er and more effective than when I began, and better positioned to meet the chal- 
lenges of the 21st century. And, I know that with your commitment, FDA will con- 
tinue to move forward in fulfilling its critical responsibilities to the American public. 

FDA PLAYS A VITAL ROLE IN AMERICA’S PUBLIC HEALTH SYSTEM 

FDA is a science-based regulatory agency charged with an enormous and signifi- 
cant public health mission: to promote and protect the health of the American peo- 
ple. Our goal in carrying out our mission is to ensure the safety, effectiveness, and 
quality of medical products, as well as the safety and security of the vast majority 
of our Nation’s food supply. The agency also regulates the manufacturing, mar- 
keting, and distribution of tobacco products and seeks to reduce the use of tobacco 
products by minors. FDA plays a unique and vital role in facilitating the availability 
of safe and effective products, while also protecting citizens from products that may 
cause harm. 

FDA’s important work promotes innovation in the industries it regulates, creates 
jobs, and positions domestic industries to compete in the global marketplace. His- 
tory shows that when there is public trust in FDA’s oversight, the industries we reg- 
ulate flourish. Conversely, when food and medical products cause serious harm, the 
result is often severe economic damage across the industry involved. 

Congress has recognized the dynamic role that FDA plays and the increasingly 
complex and global environment in which we operate. As a result, FDA has been 
tasked with a multitude of new responsibilities and authorities in the public health 
arena, including the Drug Quality and Security Act (DQSA); the FDA Safety and 
Innovation Act (FDASIA); the FDA Food Safety Modernization Act (FSMA); and the 
Family Smoking Prevention and Tobacco Control Act. While FDA has stepped up 
to meet these essential public health challenges under current funding levels, suc- 
cessful implementation of these new authorities requires significant additional re- 
sources. 


FDA HAS A PROVEN TRACK RECORD OF SUCCESS 

FDA’s accomplishments over the past year have been as substantial as any in the 
agency’s recent history. Across the areas of food safety and nutrition, medical prod- 
uct safety and innovation, tobacco control, and other areas of our work, our accom- 
plishments demonstrate our ability to respond to evolving needs and opportunities — 
including the embrace of new approval pathways, innovative technologies, and cut- 
ting-edge science. 

Moreover, especially given the importance of our work, FDA is a bargain. The 
products regulated by FDA account for more than 20 percent of every consumer dol- 
lar spent on products in the United States but individual Americans only pay about 
2 cents per day to ensure that those products are safe and effective. This is a small 
price for life-saving medicines approved as fast or faster than anywhere in the 
world, confidence in medical products that are relied on daily, and a food supply 
that is among the safest in the world. 

FDA’s INNOVATIONS IMPROVE AND PROTECT AMERICA’S FOOD SUPPLY 

Food Safety Modernization . — FDA published seven major proposed rules and, 
based on stakeholder input, four supplemental proposals to implement FSMA. The 
agency also completed 8,607 high-risk food establishment inspections in fiscal year 
2014, exceeding the target of 6,507 inspections by 32 percent. FDA also released a 
FSMA Operational Strategy Document that focuses on how we can implement 
FSMA by prioritizing prevention, voluntary compliance, risk-based oversight, and 
expanded collaboration across the food safety community. 

Genome-Based Food Pathogen Detection . — FDA established GenomeTrakr, the 
first national pilot network of whole genome sequencers (WGS) for pathogen identi- 
fication to trace where outbreaks start — even at the level of a single farm or food 
facility — based on whole bacterial genomes. FDA is already utilizing this innovative 
technology, such as in the identification and closure of a cheese facility connected 
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to a Listeria monocytogenes outbreak, to take quicker, yet more targeted, action and 
likely prevent a larger number of illnesses. 

Nutrition Labeling. — On December 1, 2014, FDA published two final rules requir- 
ing that calorie information be listed on menus and menu boards in chain res- 
taurants and similar retail food establishments, and on signs for vending machines. 
Americans eat and drink about one-third of their calories away from home, and this 
is an important public health step to help consumers make informed choices for 
themselves and their families. FDA also proposed important updates to the nutri- 
tion facts label, such as more prominent calorie declarations, to bring it up to date 
with current diet and health concerns. 

PROMOTING INNOVATIVE MEDICAL PRODUCT DEVELOPMENT 

Medical Product Application Review. — FDA’s rapid drug reviews and use of expe- 
dited programs has helped provide meaningful new products to U.S. patients. In 
2014, FDA approved 51 new molecular entities and biological products, more than 
in any single year in almost 20 years. Among the 2014 approvals are treatments 
for cancer, hepatitis C and type-2 diabetes, as well as the most new drugs for “or- 
phan” diseases since Congress approved the Orphan Drug Act more than three dec- 
ades ago. Seventeen of the new approvals are “first in class” therapies, which rep- 
resent new approaches in the treatment of disease, and almost two-thirds were ap- 
proved first in the United States. In addition, important biological products ap- 
proved in 2014 include a number of groundbreaking vaccines for meningitis B, the 
flu, and certain types of human papillomavirus. 

From 2011 to 2014, the median number of days for FDA to approve investiga- 
tional device exemption (IDE) submissions decreased from 442 to only 101, cutting 
the time it takes to bring a new medical device to market by nearly a full year. In 
addition, improvements to the de novo program have resulted in a 70-percent reduc- 
tion in the average total time to decision for these submissions. 

These developments are a testament not just to expanding understanding of 
human biology and the molecular mechanisms that drive the disease process, but 
also to FDA’s innovative approaches to help expedite development and review of 
medical products that target unmet medical needs, while adhering to the estab- 
lished standards for safety and efficacy. 

Abuse-Deterrent Opioid Medications. — FDA continues to make progress in its ef- 
forts to help reduce prescription drug abuse, while remaining committed to ensuring 
that patients with pain have appropriate access to medicines they need. In 2014, 
FDA approved three new opioids with abuse deterrent features to give physicians 
effective new treatment options with less risk of abuse. To help encourage the devel- 
opment of more abuse-deterrent formulations of opioids, the agency hosted a public 
meeting to discuss scientific and technical issues related to development and assess- 
ment of abuse-deterrent opioid products and is working diligently to finalize its 
guidance on this topic this spring. We also approved a new dosage form of naloxone 
with an autoinjector to allow for the emergency treatment of opioid overdoses in 
community settings. 

Drug Quality and Security Act. — During fiscal year 2014, FDA conducted over 90 
inspections of compounding facilities, issued warning letters, and worked with DOJ 
to bring criminal and civil enforcement actions. The agency also continued to de- 
velop a framework to implement the new law. FDA has issued numerous policy doc- 
uments to implement Federal Food, Drug, and Cosmetic Act section 503A, as 
amended by the DQSA, as well as section 503B, as added by DQSA, concerning 
outsourcing facilities. In addition, on February 23-24, 2015, FDA held the first 
meeting of the Pharmacy Compounding Advisory Committee to provide advice on 
scientific, technical, and medical issues concerning drug compounding. 

FDA WORKS TO REDUCE THE IMPACT OF TOBACCO ON THE PUBLIC HEALTH 

Family Smoking Prevention and Tobacco Control Act. — FDA published the pro- 
posed “deeming rule” to extend FDA’s tobacco authority to additional tobacco prod- 
ucts, including e-cigarettes, and is reviewing over 135,000 comments the agency re- 
ceived in preparation of the final rule. Public health-based regulation of these prod- 
ucts can help reduce the death and disease toll from tobacco use. FDA also closely 
monitors retailers’ compliance with restrictions on tobacco product marketing and 
sales to youth — and takes strong corrective action when violations occur. In addi- 
tion, the agency launched a major public education campaign targeting youth about 
the dangers of tobacco products, with the goal of reducing or preventing use in fu- 
ture generations. 
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FDA TACKLES EMERGING, UNIQUE, AND COMPLEX CHALLENGES 

Combating Antimicrobial Resistance . — FDA has made important strides in con- 
fronting the growing resistance of some bacteria to antimicrobial drugs. In 2014, 
FDA approved four novel systemic antibiotics to expand the pipeline of new medical 
products available for identification, prevention, treatment, and/or cure of bacterial 
infections. In contrast, only five new antibiotics had been approved in the previous 
10-year period. In addition to working on the human medical product side, FDA has 
made great progress on its initiative to fight antimicrobial resistance by restricting 
the use of medically important antimicrobials in food animal production to legiti- 
mate animal health purposes. All 26 drug companies with affected products have 
committed in writing to remove animal production uses from their FDA-approved 
labels and bring the remaining medical uses under veterinary supervision by the 
end of 2016. FDA is working closely with USDA, producers and drug companies to 
support implementation of these important changes and gather data to verify their 
effectiveness in reducing antimicrobial resistance. 

Ebola Outbreak Response . — In response to the Ebola epidemic in West Africa, 
FDA has acted aggressively to help expedite the development and availability of in- 
vestigational medical products for Ebola, including by: providing regulatory advice 
and guidance to commercial developers and U.S. agencies; helping to facilitate ac- 
cess to investigational medical products for patients with Ebola when requested by 
clinicians; and authorizing the use of eight investigational diagnostic tests for Ebola 
under FDA’s Emergency Use Authorization authority. We have collaborated exten- 
sively with the World Health Organization, NGOs and several international regu- 
latory counterparts to support international response efforts. FDA has also mon- 
itored for fraudulent products that claim to prevent, treat, or diagnose Ebola and 
took action, as warranted, to protect public health. 

FDA’s FISCAL YEAR 2016 PRESIDENT’S BUDGET REQUEST 

The fiscal year 2016 President’s budget request for FDA is $4.9 billion for the 
total program level, which is $426 million above the fiscal year 2015 enacted level. 
Of the total funding, $2.7 billion is budget authority and $2.2 billion is user fees. 
The fiscal year 2016 increase consists of $148 million in budget authority and $277 
million in user fees. The growth in user fee funding stems from several new pro- 
grams, along with increased collection authority for many of FDA’s existing pro- 
grams. Mindful of the larger pressures on the Federal budget, we have focused our 
request on the most urgent needs for fiscal year 2016. 

FOOD SAFETY 

The fiscal year 2016 budget provides a total program level of $1.5 billion for food 
safety, which is $301 million above the fiscal year 2015 enacted level. This total in- 
cludes a $109.5 million increase in budget authority and a $191.8 million increase 
in user fees. The proposed budget authority increase will be almost exclusively dedi- 
cated to implementation of FSMA. 

FDA’s successful implementation of FSMA is essential to reducing foodborne ill- 
ness, bolstering public confidence in the food supply, and maintaining U.S. leader- 
ship on food safety internationally. With FDA under court order to issue many key 
FSMA regulations in 2015, fiscal year 2016 is an absolutely crucial year for the in- 
vestments needed to ensure timely, effective, and non-disruptive implementation. 
FDA’s collaborative implementation strategy requires a modernized approach to in- 
spection and enforcement, focusing on food safety outcomes and encouraging vol- 
untary compliance. To be successful, this strategy requires retraining and retooling 
of FDA and State inspectors. In keeping with FSMA’s theme of collaboration and 
partnerships, the largest single portion of the budget authority will go to the States 
to better integrate, coordinate, and leverage Federal and State food safety efforts. 

FDA’s FSMA philosophy of “educate before and while we regulate” also requires 
investing in guidance, education, and technical assistance for industry to support 
their compliance efforts, especially among smaller scale farmers and manufacturers. 
FDA will deliver this assistance through collaborative alliances and training part- 
nerships. 

Finally, FDA must make crucial investments in fiscal year 2016 to implement the 
new import safety system mandated by Congress. This includes FSMA’s Foreign 
Supplier Verification Program requirements, which are the foundation for FSMA’s 
new import safety system and key to helping assure a level playing field of food 
safety standards and oversight for U.S. consumers and industry. 

The investments FDA can make with the fiscal year 2016 budget authority re- 
quest will enable the agency to maintain momentum toward timely and successful 
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implementation of FSMA. Without these investments, implementation will be dis- 
rupted and delayed. 


MEDICAL PRODUCT SAFETY AND INNOVATION 

The fiscal year 2016 budget provides a program level of $2.7 billion, which is 
$84.8 million above the fiscal year 2015 enacted level, to continue core medical prod- 
uct safety activities across FDA programs. 

With part of this increase, FDA will support implementation of three initiatives 
of FDASIA: the Unique Facility Identifier; Unique Device Identifier; and Electronic 
Biological Product Application Submission programs. FDA will also continue con- 
tributing to the National Strategy for Combating Antibiotic-Resistant Bacteria 
(CARB) to help ensure the judicious use of medically important antimicrobials in 
food-producing animals; to evaluate new antibacterial drugs for patient treatments; 
to streamline clinical trials; and to develop better vaccines for antibiotic resistant 
organisms. An increase of approximately $1 million will support continued imple- 
mentation of new compounding oversight authorities and the evaluation of sun- 
screen ingredients. Finally, $10 million of the increase will help FDA adapt its regu- 
latory process to developments in “precision medicine.” Funding this initiative will 
permit FDA to keep pace with scientific advancements and help speed the develop- 
ment of promising new diagnostics and treatments that will enable precision medi- 
cine to be successful. 


RENT AND FACILITIES 

Within the budget request, FDA requests a program level increase of $38.9 mil- 
lion for infrastructure. FDA has a growing workforce of 16,000 full-time equivalents 
(FTEs), resulting in rising operational rent costs. Without the requested funding, 
FDA cannot simultaneously support this expanded workforce, critical facility needs, 
and its increasing programmatic responsibilities. The request also includes funding 
for a feasibility study to address FDA’s expanded workforce and facility needs on 
the White Oak campus. 


CURRENT LAW USER FEES 

A $78.5 million increase is requested for current law user fees, which will help 
FDA fulfill its mission of protecting the public health by assuring the safety and 
efficacy of human and veterinary drugs, biological products, and medical devices, as- 
suring the safety of our Nation’s food supply, and advancing the public health by 
helping to speed innovations that will offer safer, more effective and higher quality 
medical products. 


CONCLUSION 

FDA’s public-health mission is indispensable to the health and well-being of every 
American. We carry out our broad public health responsibilities effectively and with 
relatively few taxpayer dollars, despite dramatic expansions in our responsibilities 
as a result of new legislation, scientific and technological advances, and a globalized 
marketplace. Our budget request plans for efficient spending on programs that are 
essential to providing Americans with the safe foods and safe and effective medical 
products they expect. We look forward to answering your questions today and to 
working with you in the coming year. 

Senator Moran. Commissioner, thank you very much. In the 
hopes that the human trafficking legislation can proceed, we are 
going to allow Senator Leahy the opportunity first to ask questions 
so he can get to the Floor. 

DRUG safety labeling 

Senator Leahy. Mr. Chairman, I appreciate especially as the 
newest member of this subcommittee the courtesy of the chairman. 

A couple of questions. Commissioner, as I told you privately be- 
fore, I hate to see you leave. I understand it reaches a point, but 
thank you for what you have done. 

In 2013, FDA issued a proposed rule that ensures generic drug 
companies can update their safety labels when they learn new safe- 
ty information. Brand-name manufacturers have that ability now. 
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and it is tremendously important. I have a constituent, Diana Le- 
vine, who was able to seek justice when she got a mislabeled 
brand-name drug and lost her hand as a result of it. 

The FDA’s proposed rule for generics has been sitting there for 
over a year, and the FDA recently reopened its rulemaking which 
would allow an industry backed alternative that actually turns the 
existing labeling rules on its head. Their proposal is that no brand- 
name drug company nor generic drug company could update its 
label immediately upon learning of adverse side effects, and there 
would be no liability if something happened. 

That does not seem the way it should be. I would hope FDA 
would commit to complete the rulemaking in a way that if there 
are problems with a drug, that consumers would know about it im- 
mediately, not have it delayed. 

Dr. Hamburg. Thank you for those observations. Certainly, our 
goal as we are working through this process is to ensure that pa- 
tients and their healthcare providers can get access to the most re- 
cent safety information, wherever it emerges from, whether it is 
from experience with an innovator drug or generic drug, and that 
the systems really enable rapid and responsive communication of 
information. 

We have received a lot of comments on the proposed guidelines, 
lots of different stakeholder perspectives. We have tried to listen 
very carefully and have held a number of meetings and are holding 
another public meeting on March 27. 

We do plan, of course, to proceed with finalizing, but we want to 
make sure the process is inclusive, but the goal is to provide the 
best possible information for patients. 

Senator Leahy. Best possible and the most timely. 

Dr. Hamburg. And the most timely. Realistically, one of the con- 
cerns that you may be aware of is if only the innovator can make 
the change, the sponsor of the original product, then what happens 
in a world where there is increasing reliance on generics and some 
of the original innovator drugs are no longer in the marketplace. 

Senator Leahy. Also the warnings can be done immediately, per- 
haps not the changes immediately, but the warnings could. I will 
follow up with further questions on that. 

MAPLE INGREDIENT LABELING 

Let me go to what may sound like a parochial thing. In Vermont, 
winter will end; I have been assured after having lived there for 
75 years, it does end. Then we go into maple season. It is very, 
very hard work on the 30-so gallons of sap for every 1 gallon of 
maple syrup, but we are able to do this and we can sell it because 
people rely on it being pure maple syrup. 

Here is what is happening. More and more things are being sold. 
For example, this is pure Vermont maple syrup. I would hasten to 
add that it is very, very good. We go through a lot at home. Then 
people have things like this that are sold, maple and brown sugar. 
You go into the ingredient list, and there is no maple whatsoever. 
There is caramel color and things like that. 

Are you able in your funding to go after people who are actually 
mislabeling these things, because the people who have done the 
work for this pure Vermont maple syrup are being badly hurt. 
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Dr. Hamburg. Well, certainly the kinds of responsibilities that 
FDA pursues involves ensuring the accuracy of labeling in key 
areas. 

This issue about the maple syrup is not unknown to us, and in 
fact, we did recently pursue a criminal case where someone took 
cane syrup with a little bit of maple syrup flavoring, I guess, and 
labeled it as a product of Vermont when in fact it was not, and as 
maple syrup. In fact, those individuals pled guilty. That was back 
in 2012, I think. 

We hope that actions like that send a message, but it is the case 
that we have such a broad range of responsibilities, we do have to 
prioritize. Certainly, the issues around being able to pursue all of 
the misleading and false claims has been one that has been chal- 
lenging for us in areas that range from food products to drugs to 
dietary supplements to cosmetics, and it is one where working with 
industry and working with consumers so we get reports where 
there are actions that we can aggressively take are very helpful to 
us. 

Senator Leahy. I realize you have to be selective. I can tell you 
right now, unless there is really strong action against some of these 
people, you are going to destroy something that is not only part of 
the culture of our State, but it is a very important industry in our 
State, and one in which there are some very, very hard working 
people who through no part of their own are wiped out. 

Dr. Hamburg. It is very important. The more we can get infor- 
mation about where problems occur, we monitor the marketplaces 
well. We do inspections to enhance our enforcement activities. 

We were pleased we were able to take that action swiftly and ag- 
gressively to protect true and authentic maple syrup from Vermont. 

Senator Leahy. Thank you, Mr. Chairman. 

Senator Moran. You are certainly welcome. It is nice to see the 
Senator from Vermont parochially protecting 

Senator Leahy. First time a parochial interest has ever come up 
in my 40 years on this Committee. 

Senator Moran. All the rest of us are certainly reluctant to criti- 
cize that circumstance. 

STATUTORY ROLE OF THE FOOD AND DRUG ADMINISTRATION 

Commissioner, let me ask first, one of the areas that I have fo- 
cused some attention on in my time on the Appropriations Com- 
mittee, and Senator Blunt is now the chairman of the Labor, 
Health, and Education Appropriations Subcommittee, but what is 
the formal statutory as well as informal relationship between the 
Centers for Disease Control (CDC), the National Institutes of 
Health (NIH), the Department of Health and Human Services 
(HHS), how does FDA statutorily and otherwise relate to the 
healthcare issues, the health issues, associated with those other 
agencies? 

Dr. Hamburg. We are one of the agencies of the Public Health 
Service, and we are part of the Department of Health and Human 
Services. I report to the Secretary of Health and Human Services. 
Many of the authorities that I have as FDA Commissioner derive 
through authorities given to the Secretary. 
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Certainly, we work very closely with our partners in the Public 
Health Service. There are many issues of overlapping concern, 
whether it is food safety and the infectious disease work that NIH 
does, the outbreak investigation work that CDC does, and the prod- 
uct oversight that we do. We work together as a team or in re- 
sponse to an emerging public health crisis like Ebola, where we all 
have important roles to play in order to support an effective and 
meaningful public health response. 

DIETARY GUIDELINES 

Senator Moran. Let me ask about one or two of those arenas. 
In regard to dietary guidelines, what role will FDA have in advis- 
ing the Department of Health and Human Services? 

Dr. Hamburg. For the dietary guidelines, at least as I under- 
stand it, it is a process that ultimately involves decisionmaking 
that is coordinated between the Secretary of Health and Human 
Services and the Secretary of the Department of Agriculture, 
USDA. 

FDA does play a role in reviewing reports and information that 
goes into the final determinations, and we of course bring our 
science based approaches to our recommendations in terms of nu- 
trition science and health. 

Senator Moran. What is the status of that process now at the 
Department of Health and Human Services and your role? 

Dr. Hamburg. I believe there is a report that is currently under 
review that was developed by a group of outside scientific experts, 
and we like other components of HHS have been asked to review 
that report and make comments for the Secretary. 

EBOLA EMERGENCY APPROPRIATIONS 

Senator Moran. You mentioned Ebola, one that the Centers for 
Disease Control as well as NIH was actively engaged in. Congress 
appropriated additional money to the FDA to expedite and develop 
the availability of medical products related to Ebola. 

Can you bring us up to date on the status? What approval proc- 
ess success have we had in the effort to combat Ebola? 

Dr. Hamburg. The FDA has been very actively involved in re- 
sponding to Ebola. We are not quite as visible. We are not the front 
page news on the response to the Ebola crisis, but we have played 
a very meaningful role in terms of both trying to make unapproved 
medical products available as needed for diagnosis or treatment of 
individuals at risk for disease or with disease. 

Importantly, also working with our scientific colleagues to really 
put in place the systems for scientific evaluation and research so 
that we can actually learn what works and what does not in terms 
of new treatments and vaccines that may have a very important 
role in this continuing outbreak, but will be absolutely crucial to 
have when there is a future epidemic. 

Sadly, by the nature of this disease, there almost certainly will 
be future problems with Ebola in Africa, and perhaps in other 
places. 

We also have a role in monitoring for fraudulent products and 
fraudulent claims. Sadly, in the Ebola situation as we have seen 
in other public health crises, there are people that readily jumped 
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to the opportunity to try to sell products that offer hope but no 
proven value, so we also are taking action against some fraudulent 
products in the marketplace. 

Senator Moran. Commissioner, can you point to changes in proc- 
ess, in other words, expediting the process to get medical approval 
accomplished? What has happened since Congress gave the supple- 
mental appropriations to FDA that is different today than it would 
have otherwise been? 

Dr. Hamburg. Congress has been beneficial in our ability to re- 
spond in a number of ways, certainly the supplemental funds that 
were given for Ebola will make a significant difference. As yet, 
those funds have not been expended. We have responded pulling 
from other resources, but those dollars are going to be very mean- 
ingful in our overall program. 

Authorities that Congress has given us at earlier points have 
also made a difference. The emergency use authorization (EUA), for 
example, that was part of the Pandemic and All Hazards Prepared- 
ness Act (PAHPA) legislation, has enabled us in this context and 
in other settings to be able to make as yet unapproved diagnostics 
available so that better assessments of patients and their needs 
can be made. 

In response to Ebola, we have done a significant number of 
EUAs, making those products available, and certainly some of the 
flexibility in terms of regulatory pathways that Congress has given 
us has enabled us to move more swiftly. 

Senator Moran. Thank you. Let me now turn to the ranking 
member. Senator Merkley. 

TOBACCO DEEMING REGULATION 

Senator Merkley. Thank you very much, Mr. Chair. Thank you 
for your testimony. Dr. Hamburg. It will not surprise you that I 
want to start by addressing the rules controlling the regulation of 
tobacco products. 

It was 2009 when the United States, Congress, and the President 
passed legislation giving FDA the power to regulate these products. 
We are now in 2015, 6 years later. We do have a draft deeming 
rule out, and comments have been turned in. At last count, I un- 
derstand the goal is to have a final deeming rule out by June. 

Can you give us assurances that we are going to have this rule 
by June, 6 years since the legislation was passed? 

Dr. Hamburg. I can tell you that it is my strong commitment 
and that of the team at the FDA — we are shooting very hard for 
that June timeframe. We feel this is an absolutely essential regula- 
tion that is foundational for many other aspects of our ability to 
meaningfully regulate tobacco products that are in the marketplace 
and may be in the marketplace in the future. 

I share your deep interest in this and can assure you of the com- 
mitment of our agency. We did, as I think you know, get an enor- 
mous number of comments on the deeming rule when we did the 
proposed reg. I think it was more than 135,000. Some of them were 
duplicative, I will say. Serious comments. 

We are systematically going through. We knew we would get a 
lot of comments. We geared up for that, and we do not feel that 
will be an impediment to meeting our tentative, and publicly indi- 
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cated the goal in terms of what was put forward in the unified 
agenda of June 2015. 

Senator Merkley. Can you give us some sense as to whether the 
final rules will prevent the tobacco industry from selling candy-fla- 
vored products? 

Dr. Hamburg. You know, I cannot comment on what is in a rule 
that is still in formulation. 

Senator Merkley. Do you think it would be a good idea for the 
final rule to include 

Dr. Hamburg. Let me say this is an area of intense focus and 
concern. One of the things that I would like to highlight in terms 
of FDA activities that I think are really a contribution has to do 
with the research that we are actually supporting through our to- 
bacco program to better understand some of these issues about the 
influence of different aspects of tobacco products on behavior and 
use, initiation and succession, and also looking at subpopulations 
who may be using tobacco products differently. 

We are investing in some very targeted research activities in dif- 
ferent key areas, and also a first of its kind major longitudinal 
study that we are doing in collaboration with NIH that will give 
us very important insights, and the data for regulatory decision- 
making that will be so crucial, so that when we make regulations 
in key areas, they will be based on good strong science that will 
meet the public health needs and also be able to survive potential 
litigation, which we know in this arena can often come. 

E-CIGARETTES 

Senator Merkley. Thank you for all that work. During this time- 
frame, these years that have been passing, many, many new prod- 
ucts targeted at children have come forward. New technologies 
have come forward with the E-cigarettes. 

We are finding that children are finding easy access to E-ciga- 
rettes. Just to give you an example, I know we anticipate the deem- 
ing regulations will require minimum age and i.d. restrictions to 
limit access to children, but a study funded by the National Cancer 
Institute published at the beginning of this month showed that get- 
ting E-cigarettes online by children is quite easy, specifically found 
that only 5 of 98 attempts by teens to buy E-cigarettes online were 
blocked by online vendor attempts to verify customer age. 

CDC has also reported the rate of teens who reported using E- 
cigarettes has doubled just between 2011 and 2012. My under- 
standing is that is continuing to grow very rapidly between 2012 
and now. 

What this means is while this vacuum exists, and I must say 
when products are labeled after things like flavored gummy bears 
and double dutch chocolate, so on and so forth, the targeting for 
children is quite obvious, and certainly it is well understood that 
addiction to nicotine occurs in your teenage years, that addiction 
rarely occurs after the age of 21. 

It is obvious why this is being done. This has tremendous, huge 
health implications for our youth. This is why we are expecting 
FDA to act as if every person in the agency has a child who might 
be affected by the ulterious effects of nicotine addiction. 
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It has been a little bit of a sense by many of us here in Congress, 
and you know the phrase, “While Nero fiddled, Rome burned.” 
While the FDA is fiddling around with trying to get everything per- 
fect, a tremendous number of our children become addicted to prod- 
ucts deliberately targeted at them. 

It is in your power to act. If there is any way to convey a sense 
of urgency that just seems to be missing over the last now 6 years 
on your way out, as you wrap up, it would be so important to the 
health of this Nation. 

Dr. Hamburg. I can tell you we do have a sense of urgency. We 
do understand this is a historic opportunity to transform the over- 
sight of these products and to really bring science based public 
health regulation to bear. 

We feel the same sense of urgency you do to get the deeming rule 
completed because that is the foundation for some of the other im- 
portant actions that you are talking about. We do feel that while 
deeming is one key aspect of what we are doing, we also are mak- 
ing enormous strides forward in other key ways, including limiting 
access of cigarettes and the other products specified in the Family 
Smoking Prevention and Tobacco Control Act to children, targeting 
also an educational campaign at youth. 

As you know, much of life-long smoking begins in young people. 
I think sadly you can get addicted to nicotine at any age, but it is 
certainly the pattern with smoking that if you start smoking 
young, you are more likely to continue into adulthood with all of 
the attendant and preventable health consequences. 

I can assure you that terrific important work is going to continue 
to come out of our Center for Tobacco Products. It is a commitment 
that extends across the whole agency in terms of its priority. We 
certainly hear your concerns and want to work with you going for- 
ward. 

Senator Merkley. Thank you very much. Doctor. 

Senator Moran. The Senator from Missouri, Senator Blunt. 

MENU LABELING 

Senator Blunt. Thank you. Chairman. I look forward to working 
with you and your leadership on this subcommittee. I have been on 
this subcommittee as you have, since we came to the Senate. I find 
it a very encouraging subcommittee to be part of Certainly, Sen- 
ator Pryor did a great job of leading the subcommittee the last 2 
years, and I would hope that you and Senator Merkley have the 
same positive relationship that Senator Pryor and I had as we sat 
in the two seats that you are in now. 

Commissioner Hamburg, while we have not agreed on everything 
you have done, I think the country has benefited from the great ca- 
pacity, energy, and jud^ent you have brought to this job. I am 
glad you have been willing to stay as long as you have. I am sure 
there are lots of other opportunities out there, and you will soon 
find out just how good they are, and I hope they are good. 

One of the things I have often said in your leadership here, one 
of the great things you have been able to do is be so knowledgeable 
in so many areas, that when there was something you did not 
know, you did not hesitate to say I really do not know and I will 
find out, which only verified the many things that you did know. 
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Thanks for the work you have done. Good luck in what you will 
do next. 

Senator Moran has already brought up menu labeling, a topic 
that you and I have spent a lot of time and energy talking about 
over the last several years. I know it is an assignment that took 
a lot more time than anybody would have ever imagined. 

I am not going to give you time to respond to it today because 
we could quickly lose the 3 minutes and 29 seconds I have left. 

I do have a series of questions for the record that I am hearing 
and Senator Moran is hearing, others. What is restaurant type 
food, what is food on display, what is a standard menu item. There 
are a number of questions and I have about 15 of them here in 
front of me that we will ask you and your staff to deal with, not 
only for the benefit of the committee, but for all the people that 
currently believe without those questions being answered quickly, 
they cannot comply by the end of this year with what the Depart- 
ment is asking them to comply with. 

MOBILE MEDICAL APPLICATIONS 

Senator Blunt. In terms of the new technology out there, I think 
one of the challenges for the Acting Commissioner and then the 
full-time Commissioner will be how to deal with everything that is 
happening and Smartphone technology as a shorthand way to dis- 
cuss the many things that are going to be out there that will be 
quickly improved and improvable, and more and more affordable, 
unless we needlessly stand in the way of that. 

I think you are leaving a discussion in place that is a helpful one 
about at what point does FDA need to be involved and at what 
point does FDA not need to be involved. 

I would hope that discussion goes on where we really try to fig- 
ure out what kinds of things have life threatening impact and what 
kinds of things are just simply helpful for you and others to know 
about your daily health that can be monitored quickly in ways that 
it has not been before. That is certainly something as a member 
of this subcommittee I continue to be looking at. 

GENERIC DRUGS 

A couple of quick questions. One, on generic drugs, while I think 
under your leadership, the approval of new drugs has gotten 
quicker. The approval of generic drugs has gotten slower. I think 
we are up to the point now where we have gone from 30 months 
in 2011 to 42 months in 2014. 

I want to talk a little about what we can do to make that move 
from the more expensive drug to the generic drug happen more 
quickly than it is happening now, or at least as quickly as it used 
to happen. 

Dr. Hamburg. I am not aware of those numbers you are citing. 
I will have to go back. As you say, if I do not know, I will say so. 
In fact, we have been making a major push in the generic drug 
area. It is true we have had unacceptable backlogs in approval 
times. 

As part of FDASIA and the user fee negotiations, for the first 
time in that process, we actually worked with the generic drug in- 
dustry to develop a user fee program so we could get more ade- 
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quate resources to do the job both in reviewing drug applications 
and in addressing the backlog. 

We have expanded the program. We have made great progress 
in addressing the backlog. One of the challenges with generic 
drugs, which as you note are so important in terms of people hav- 
ing access to important medical care, and they now represent a 
very, very large proportion of spending on prescription drugs, but 
many of the generic drugs that are used in this country are actu- 
ally manufactured overseas. 

There is also additional complexity in our approval process of the 
need to do inspections of the facilities before approval, and the ad- 
ditional time and costs of the international component. 

The fact that we have now this user fee program in place, which 
has measurable goals and performance measures that are trans- 
parent and monitored by industry and other stakeholders, I think 
you are going to see enormous progress. I think we have made 
enormous progress. 

We have addressed 72 percent of the existing backlog that was 
in place at the time that the Prescription Drug User Fee Act 
(PDUFA) and FDASIA went into effect. 

I think you will be pleased by the progress that has been made 
and will continue to be made. 

Senator Blunt. Just one follow up on that, Mr. Chairman. I am 
told there are 4,000 applications pending. 

Dr. Hamburg. That was the backlog at the time that FDASIA 
was 

Senator Blunt. What do you think the pending number today is? 

Dr. Hamburg. As I said, I understand we have cleared/addressed 
72 percent of that backlog. 

Senator Blunt. I assume other people are applying. What has 
been added to that number? 

Dr. Hamburg. Our commitment in the PDUFA process, the ge- 
neric drug user fee process, was that by 2017, we would have elimi- 
nated all backlog, existing and from incoming. 

Senator Blunt. You believe you will? 

Dr. Hamburg. I do believe that we will. 

[The information follows:] 

Answer. Based on the volume of generic applications received in previous years, 
the Generic Drug User Fee Act (GDUFA) [program] assumed that the Food and 
Drug Administration (FDA) would receive approximately 750 original abbreviated 
new drug applications (ANDAs) per fiscal year. In fact, we received significantly 
more in the first 2 years of GDUFA: almost a third more applications in fiscal year 
2013; and double the expected number in fiscal year 2014. 

Approximately 3,300 original ANDAs are currently pending with the agency while 
700 are pending with industry. 

We are determined to make significant progress in reducing these numbers over 
the next few years and achieving GDUFA performance goals. 

Senator Blunt. Thank you. Chairman, for letting me follow up. 

Senator Moran. To the Senator from Montana, I do not think I 
ever served on a committee in the Senate that we have not been 
together on, and here you are again. I just want you to know that 
this subcommittee is going to be very actively engaged, and you are 
going to have plenty of opportunities to spend your time fulfilling 
the senatorial responsibilities as compared to anything outside of 
the United States Senate. 
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FOOD SAFETY 

Senator Tester. I appreciate that because as you and I both 
know, you coming from Kansas and myself coming from Montana, 
and especially the way I look, food is pretty damn important, okay. 

We thank you for your leadership, Mr. Chairman, and Ranking 
Member Merkley. 

Just out of curiosity, do you know where you are going to land 
when you leave? 

Dr. Hamburg. No, I made my decision to step down independent 
of future opportunities. I am going to rest, relax, regroup, and then 
decide. I suspect that I will still be involved in many of the kinds 
of issues that I have dealt with at FDA. 

Senator Tester. We wish you the best. I have a question here 
that deals with food safety research. The Center for Food Safety 
and Applied Nutrition is within your purview; correct? 

Dr. Hamburg. Correct. 

Senator Tester. I have a list. I think this came from you guys. 
It shows about $4.5 million in risk analysts and evaluation. I would 
assume you are talking about the budget partially for the Center 
for Food Safety? 

Dr. Hamburg. Which number are you referring to? 

Senator Tester. I was just wondering how much money, just to 
cut to the chase, how much money is dedicated towards the Center 
for Food Safety and Applied Nutrition out of this budget? 

Dr. Hamburg. I am going to look to one of my helpers here. 

Senator Tester. That is perfectly all right. 

Dr. Hamburg. You want the Center for Food Safety and Nutri- 
tion? 

Senator Tester. Yes, I want to know how much money they have 
to work with. 

Dr. Hamburg. $1.2 billion. 

Senator Tester. $1.2 billion? 

Dr. Hamburg. You are interested in research specifically? 

Senator Tester. Yes. My understanding is in research, you are 
doing your research to find out what will kill you and what will 
keep you healthy. 

Dr. Hamburg. Yes. We cut up the budget in so many different 
ways. 

Senator Tester. Can you get back to me on that? 

Dr. Hamburg. Yes. 

[The information follows:] 

Answer. $1.2 billion is the total fiscal year 2015 food safety funding amount. In 
fiscal year 2016 the total food safety request is $1.5 billion. Of the total fiscal year 
2016 request, $355 million in budget authority and user fees is for the Center for 
Food Safety and Applied Nutrition (CFSAN). This is an increase of $74.5 million 
over fiscal year 2015 enacted. CFSAN provides services to consumers, domestic and 
foreign industry and other outside groups regarding field programs; scientific anal- 
ysis and support; and policy, planning and handling of critical issues related to food 
and cosmetics. 

The $4.5 million for risk analytics and evaluation in the fiscal year 2016 Presi- 
dent’s budget request would support the development of new tools for ranking risks, 
prioritizing program activities across the FDA Foods and Veterinary Medicine Pro- 
gram based on opportunities to reduce risk, and linking risk-based priorities more 
clearly with budget formulation and execution. These tools, for example, will better 
inform FDA about which foods, including animal foods, are most vulnerable to 
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which bacterial contaminants, and where it should invest its research efforts to 
most effectively identify how to reduce contamination of food. 

Senator Tester. That is a very critical component to the FDA’s 
joh. I do not know that you can tell somebody that they can or can- 
not put an ingredient into food or into cosmetics or into medicine 
unless you know what it is going to do. 

I am curious to know how much that line item is. 

Dr. Hamburg. Can I also add that I am really delighted that we 
have a new Director for the Center for Food Safety and Nutrition 
who brings a strong science and research background, Dr. Susan 
Mayne, who is here somewhere. There she is. 

One of my goals before I step down was to make sure that we 
had the right leadership. That research activity is so essential to 
what we do. 


FOOD INSPECTIONS 

Senator Tester. Very important. I want to touch on one thing, 
if you want to talk parochial, we will talk really parochial. That is 
how do you train your inspectors that are in the field? Do you hire 
them and then just send them out or do they go through training 
on how to interpret the rules that they have to apply to the individ- 
uals on the ground? 

Dr. Hamburg. No, they are hired, looking for certain funda- 
mental credentials, and then they are trained, and training, of 
course, is an ongoing process, and certainly in a world where there 
is greater specialization, that training is increasingly important. 

Senator Tester. The point I am going to get to is you have a set 
of rules. Most people in business can read. Then if an inspector 
comes out and interprets those rules different than what they are, 
it really ping pongs that — call them “producer” or whatever you 
might want to call them. 

The question is what is done to hold the inspectors accountable? 
I am all about inspectors doing their job, but I want to make sure 
they do their job correctly, as the rule applies. 

Dr. Hamburg. Absolutely. The work of the inspectors is then 
overseen by a management structure, and there are many decision 
makers before enforcement actions are actually taken. There is con- 
siderable oversight of the inspection activities, but one thing 

Senator Tester. Just a second, and sorry for cutting you off, we 
only have about 5 minutes. If an inspector comes out and the pro- 
ducer feels that those rules are being interpreted in a way different 
than what they are printed, what is their recourse? 

Say a manufacturer is manufacturing widgets, and the inspector 
comes out and says no, you cannot do this because the rules say 
you cannot do it, and you read the rules, and the rules do not say 
you cannot do it. What is that widget producer’s recourse? 

Dr. Hamburg. To engage with us in a discussion. After the in- 
spection is done, there is a report, and that report is gone over with 
the product sponsor and can be questioned. 

Senator Tester. But the question is how do you notify, how does 
that producer of those widgets know who to get a hold of? They are 
dealing with the inspector. There is a conflict of the way the rule 
was implemented. Is there somebody — are they told of somebody 
within the agency that if there is a conflict here, you get a hold 
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of so and so and they can help remedy it? Do you see what I am 
saying? 

Dr. Hamburg. Yes. There is a system and people do know how 
to get in touch with us, believe me. 

Senator Tester. The people who are regulated know how to get 
in touch with you? 

Dr. Hamburg. I think one of our goals over the course of the last 
few years has been to try to increase transparency and communica- 
tion to make it easier and to clarify our rules and expectations. 

One of the reasons we are asking for money in this budget for 
FSMA is to be able to train our inspectors to new systems and pro- 
vide the proper oversight, and 

Senator Tester. Right. Excuse me for going over time a little bit, 
Mr. Chairman. One of the reasons I want to give you money is to 
make sure that those inspectors are trained and make sure there 
is the kind of outreach that is going on. 

What I do not want to do is give you money if that outreach does 
not happen and if that inspector training does not happen. 

My question to you is when it comes to outreach to folks who are 
on the ground, you need to regulate them, the people you are regu- 
lating, how do you do that outreach? You have some additional dol- 
lars for outreach in this budget. How do you do that outreach and 
where is it focused? 

Dr. Hamburg. The outreach, particularly as we have been work- 
ing on FSMA, has been really very extensive. We do it by working 
with both the larger organizations that represent the different food 
producers and farmers, and also doing regional meetings and on 
farm visits, et cetera. 

I think while there is a huge need to continue those efforts and 
extend them, I think we have laid a groundwork as we have 
worked on the FSMA rules for what is a real partnership. 

We want to extend the work with State and local partners, and 
that is part of what is in this budget request, to actually give 
money to counterparts at the State and local level to help do some 
of that on the ground work. 

Senator Tester. Appreciate it. Thank you, Mr. Chairman. I 
would just say I want you to be able to do your job, but I also want 
you to be able to do it in a way that meets the needs of the con- 
sumer and meets the needs of the business community out there, 
too. Thank you very much, and I do appreciate your work very, 
very much. 

Dr. Hamburg. Thank you. 

Senator Tester. Thank you, Mr. Chairman. 

Senator Moran. Senator Daines. Welcome. 

DIETARY GUIDELINES 

Senator Daines. Thank you, Mr. Chairman. You are surrounded 
by Montanans here this morning. You have John Tester, myself, 
from both corners of Montana. 

I spent 12 years working for Procter & Gamble, and I used to 
work a lot with the FDA. I really appreciate all the work that you 
do, and I think I have an understanding of the heavy lift that is 
entailed in your job every day. 
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Thank you for coming to this subcommittee hearing today. As 
you know, Montana is a large producer in ag, it is our number one 
industry, $5 billion a year. Maintaining a high-quality food supply 
is of paramount importance for our producers. 

In Montana, agriculture plays an important role in the diets of 
Montanans, for Americans across the country, and even around the 
world. 

The question I had really relates to some of the dietary guide- 
lines, and specifically in the fiscal year 2015 omnibus, there was 
a congressional directive that expressed concern that the advisory 
committee was “Showing an interest in incorporating environ- 
mental factors into their criteria,” and directed the Secretary to in- 
clude “Only nutrition and dietary information, not extraneous fac- 
tors” in the final guidelines. 

As you know, the scientific report of the 2015 Dietary Guidelines 
Advisory Committee was just released last month. It included, and 
I quote, “Environmental approaches are needed to compliment indi- 
vidual based efforts to improve diet and reduce obesity and other 
diet related diseases.” 

The question I have is do you think the advisory committee re- 
port is compliant with the congressional directive? 

Dr. Hamburg. Well, as I think you probably know, our role in 
this is not a direct one, but it is advisory to the Secretary of Health 
and Human Services in terms of reviewing materials, including the 
report you mentioned, that then become the basis for decision- 
making by the Secretary of HHS and the Secretary of the Depart- 
ment of Agriculture. 

Our role is really to provide feedback in terms of the science of 
nutrition and health. The broader issues that you were referring to, 
I think, were reflected in a report that was done by an outside 
group of scientists, but in terms of what we will be commenting on 
to the Secretary of Health and Human Services will be on nutrition 
science and health. 

My understanding is at the end of the day, the decisions that are 
made will really focus on the dietary guidelines that are science 
based. 

Senator Daines. Doctor, do you believe the environmental issues 
are within the purview of developing those dietary guidelines? 

Dr. Hamburg. Well, from the FDA’s perspective, as I said, that 
is not something that we are looking at. My understanding is that 
the Secretary of Agriculture and the Secretary of Health and 
Human Services understand their role in terms of establishing the 
dietary guidelines. 

FOOD SAFETY MODERNIZATION ACT 

Senator Daines. Okay. FSMA was brought up here a minute ago, 
I would like to talk about that for a moment. You highlighted the 
fact that the successful implementation of FSMA is essential to im- 
proving food safety. 

I have been hearing concerns from Montana ranchers and farm- 
ers across our State about the President’s budget that is proposing 
to consolidate these food safety programs currently split between 
the USDA and HHS into a new agency entirely within HHS. 
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They are concerned that an inevitable result of such a significant 
consolidation could negatively impact FSMA, and result in inspec- 
tion delays and some logistical challenges. 

Why are you removing the USDA from the food inspection proc- 
ess? 

Dr. Hamburg. You know, I think what was in the President’s 
proposed budget was really laying out the concept of trying to find 
more integrated ways of addressing a very important problem of 
food safety. It is fragmented, not just across USDA and FDA, but 
also many other agencies of Government. 

As you probably know, for a long time there have been discus- 
sions about should there be a consolidated approach that would 
really bring together different components and different agencies. 

For us, the need to implement FSMA takes a very high priority, 
and as we implement FSMA, we are trying to do it in coordination 
with USDA and other important players at the State and Federal 
level, and we think it is a process that is working very well, even 
though we are in different agencies or departments with different 
legal regulatory frameworks for our work. 

The on the ground ability to coordinate has been, I think, very 
successful, and we expect to build on that. 

Senator Daines. One of the concerns I am hearing from the ag 
community is the loss of expertise by removing the USDA from the 
food safety process. Do you have concerns? The USDA has some ex- 
pertise unique to agriculture. 

Dr. Hamburg. Well, I think these two programs have historically 
worked quite well together, but they do have very different ap- 
proaches and different legal regulatory frameworks and different 
targeted commodities in terms of the work that we do, and cer- 
tainly different areas of expertise. 

As I noted, there are other components of Government that also 
bear on food safety. I think that it makes sense to look at how we 
can better coordinate, whether that requires creating a new single 
agency or whether there are more effective ways for coordination 
is, of course, a debate. 

Senator Daines. Yes, I think our ag folks are concerned about 
the subject matter expertise the USDA has brought to the ag por- 
tion of that, I guess that would be the voice coming from the ag 
community. 

Thank you. I am out of time, Mr. Chairman. 

MENU LABELING 

Senator Moran. Thank you. Senator. We are going to have an- 
other round of questions. Commissioner. Thank you very much. 

I want to address menu labeling a bit more. My understanding 
is that the FDA has announced something they are calling guid- 
ance as of this morning in regard to this issue that Senator Blunt 
raised about the inability of many who may be or are regulated by 
FDA in menu labeling, their ability to actually know what to do be- 
tween now and December. 

In cursory review of what FDA has said this morning in what 
they call guidance, it appears to us that it is simply restating 
things that have already been put before the public and before this 
subcommittee previously, and that no real benefit, no additional 
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certainty or knowledge of what behavior needs to occur, what ac- 
tions need to be taken, could be garnered by reading what you are 
calling guidance. 

Again, I would reiterate this issue about the scope of what you 
are asking many to do in menu labeling, and the significant costs 
it will take to comply with those requirements, and yet the uncer- 
tainty about if the business expends that money, whether they will 
really have met the regulations. 

Let me ask a couple of questions about individual or sector of the 
food industry concerns. One that comes to mind, and Kansas is a 
place, so I can be provincial this morning, Kansas is a place that 
originates Pizza Huts, pizza delivery. 

It is our understanding that the regulations do not allow the reg- 
ulations to be satisfied by posting caloric values on the Internet de- 
spite the fact that is where most people apparently today order a 
pizza. 

In fact, the requirement is that the information be provided on 
the box that the pizza is delivered in, and that there are — I do not 
know what the number is — hundreds of different ingredients that 
you could order for your pizza, and the ability to label the caloric 
values on that pizza box for that specific pizza is an impracticality. 

Are those issues that you are aware of, addressing and under- 
stand the need for common sense, if anybody is going to be able to 
comply with the direction you are going, particularly in this setting 
in which it is not a restaurant? 

Dr. Hamburg. Well, the restaurant like establishments is clearly 
the hardest part of this equation. It was hard as we worked 
through what should be in the proposed rules, and as we went to 
finalizing, and now as we move towards implementation, and in 
particular, some of the foods on display as opposed to the more tra- 
ditional preset menu kinds of situations. 

I think first we have to clarify just misinformation. The require- 
ment you just mentioned for calories on the pizza box is not some- 
thing that I have ever heard of, and I agree, it does not make 
sense. We have tried to be quite flexible, recognizing these new 
ways that foods get sold in our country, and the complexities. 

We have tried to address that, and a lot of time was spent on 
pizzas and the fact that you can have different toppings and ar- 
ranging for ranges of calories and also recognizing that, at certain 
places, people order it over the Internet and not where there is a 
posted menu. 

Grocery stores is another area that I know Senator Blunt has 
been concerned about as well. We are working closely with that in- 
dustry, with the broad FMI that represents many of the super- 
markets, but also individual companies, to try to understand what 
the questions are. 

We have not put out guidance but we plan to propose some guid- 
ance or put out a framework to address some of these areas that 
are more confusing, particularly the food on display. 

Our goal in doing this is to not disrupt practices or add unneces- 
sary burden. We want to be able to have a smooth and efficient im- 
plementation of this and work with the components of industry as 
needed to make that possible. 
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To clarify as explicitly as we can where the problems are and 
what needs to be done is our goal, and we are underway trying to 
achieve that, but there is more work to be done. 

Senator Moran. My understanding about something called guid- 
ance being issued by the FDA today on this topic, is that inac- 
curate? 

Dr. Hamburg. I am not sure what that would be referring to. It 
was a plain language summary of the rule for small businesses, so 
an effort to try to clarify what is in the rule and what is not. 

Senator Moran. More guidance to come, more actual guidance. 

Dr. Hamburg. Yes. 

Senator Moran. The rule does not require the labeling of a box 
of pizza for the number of calories based upon the ingredients in- 
cluded in the pizza? 

Dr. Hamburg. Not to the best of my knowledge and belief, no. 

Senator Moran. Well, obviously there is uncertainty about the 
direction that a business must go to comply with the regulations, 
and what you described to me as your goal is a good thing. 

What it brings to my mind is that getting us from this point to 
the certainty by December seems pretty far stretched to me, and 
a delay in the final implementation or the final effect of the rule 
is something you should consider. 

Dr. Hamburg. There clearly is more work to be done. The discus- 
sion we have just had, I think, underscores that there is still con- 
siderable confusion about what is actually in the rule and need to 
spell that out more explicitly, addressing the individual concerns of 
companies and the industry more broadly, and really narrowing in 
on some of these areas that are just harder to address and more 
confusing as we go from the issuance of the final rule to the actual 
implementation. 

Senator Moran. Do you believe that FDA has the discretion 
whether to include food delivery services, the pizza delivery and 
the grocery stores, the salad bar at the grocery store — that was a 
FDA decision to include, not a legislative requirement? 

Dr. Hamburg. I believe the salad bar issue was actually explic- 
itly in the law, but we were asked to look at restaurants and res- 
taurant like establishments, because the fact is that the world we 
live in no longer revolves around traditional restaurants, but there 
are many, many settings where you can get prepared food intended 
for individual consumption at that site or immediately thereafter, 
and the law did ask us to look at that broader range. 

Senator Moran. Let me now turn to Senator Merkley. 

IRRIGATION WATER STANDARDS 

Senator Merkley. Thank you very much. There is a camp song 
that has a stanza of “I lika pizza, I lika pie, I don’t like onion in 
my eye.” I will use that as a transition to talk about onions. 

We have a lot of onions growing in Oregon, and in the effort to 
provide guidelines for the Food Safety Modernization Act, part of 
that is related to the water that is used in irrigation. My onion 
growers have been very concerned about this. The initial standard 
was that the water had to meet recreational water standards. 
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Would it be fair to summarize that is roughly equivalent to 
whether a lake is safe to swim in? Is that a fair representation of 
that? 

Dr. Hamburg. Yes. 

Senator Merkley. It is largely expected that irrigation water for 
onions would never meet that standard. The water is precious. It 
is used to irrigate. It is recollected. It is reused. It goes from irriga- 
tion ditch to the field, back to the irrigation ditch. 

The feedback, there has now been an exemption granted or at 
least I think this is in the next version of the rule, that if irrigation 
water has not been put on a crop for 7 days before it is harvested, 
then they are exempted from having to meet that standard. Is that 
a fair way to represent it? 

Dr. Hamburg. Well, I think what I can say is that we heard very 
clearly that some of what was put forward in the original proposed 
rule would impose a lot of restrictions that would not meaningfully 
improve public health and safety, and would produce burdens. 

We listened to that. We rethought. We looked at what did the 
data tell us. We did a supplemental to that proposed rulemaking 
in order to put forward a new model and approach, and we are con- 
fident that as these proposed rules move to final, that the concerns 
that you and the onion growers have had will be addressed. 

I would say there have been other areas where we have learned 
about concerns, have looked at it in terms of what does the data 
tell us, where is the evidence, what is the impact on health, and 
we have tried to learn from what we have heard, to accommodate, 
to try to achieve the least burdensome approach to meaningful 
rulemaking that will address the goals of FSMA, which is to im- 
prove food safety and actually support a vibrant successful food in- 
dustry. 

Senator Merkley. Great. I think that is the least burdensome 
approach, and certainly appropriate. If you look at this often, I hold 
a town hall in every county every year and I get a lot of feedback. 
The onion growers have come out to talk about this issue. They 
have been very concerned. 

Here is where they start the conversation, there is not a single 
known case of E. coli contamination linked to an onion bulb prod- 
uct in America. I believe that is correct. Is it, to the best of your 
knowledge as well? 

Dr. Hamburg. To the best of my knowledge. 

Senator Merkley. The reason is because of the way these onion 
bulbs are harvested, whatever E. coli might be there dies. The 
product has a continual drying period before it gets to the grocery 
store shelf. Outer layers of the onion are peeled. 

For all these reasons, that is why it has not occurred. There has 
been an impact from green onions from Mexico that are harvested 
in a completely different way. 

I think they appreciate very much that they have been heard, 
and I appreciate very much they have been heard, because having 
something that creates a substantial burden without having any 
public safety is the sort of thing that just drives people nuts. 

When people complain about regulations, I say well, give me spe- 
cific examples, and this is a very specific example. I believe it is 
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anticipated that they are still going to be asked to test their irriga- 
tion water every week and report. 

I will continue the conversation with the FDA, but if you know 
in advance the irrigation water is never going to meet that test, 
and if you know in advance you are going to be exempted from hav- 
ing to meet that test, maybe that is also an unnecessary burden 
on the industry, and maybe there is another way to approach it 
that does not require the expense and complexity of testing and re- 
porting, especially when at the end of the process, they are going 
to be exempted. 

Can I just encourage the FDA to continue to take a look at that? 

Dr. Hamburg. Yes. I think that we have tried to make this a 
process where we can learn from the real world experience, look at 
the data and the evidence, and look at the impact on public health. 
That is, I think, the goals we all share, to ensure that we have a 
safe, high quality food supply, and that we do not overly burden 
farmers and producers in the process. 

Senator Merkley. Just to close with this specific question be- 
cause my time has run out, can you encourage me as you are leav- 
ing the FDA to continue to look at whether the testing requirement 
under this set of circumstances is still overly burdensome? 

Dr. Hamburg. Yes. In the case of the onion growers, there is the 
issue of being able to demonstrate bacterial die off. When it sits, 
as you said, baking in the sun. Those are important factors in 
terms of what would be required. 

It is challenging because number one, there are lots and lots of 
different food commodities and they all have very specialized issues 
and concerns as we have learned in the process of doing this. I can 
tell you I have learned a whole lot more about food, farming pro- 
duction, and consumer preferences as well. 

This will be a dynamic process also as we learn more and unex- 
pected things happen as well. We do not see when we complete this 
rulemaking and implementation of FSMA that we are done with 
food safety forever because we have to continue to bring new, bet- 
ter science and technology to the process, but our process is that 
new and better science and technology will actually improve and 
modernize and streamline some of what needs to be done and pro- 
vide better monitoring and oversight of our Nation’s food supply. 

Senator Merkley. Thank you. 

Senator Moran. The Senator from North Dakota. 

EXPANDED ACCESS REQUEST 

Senator Hoeven. Thank you, Mr. Chairman. I would like to 
thank all of you for being here today. 

Dr. Hamburg, I would like to address my question to you. As you 
are aware, we have a family in North Dakota that is struggling 
with pantothenate kinase-associated neurodegeneration (PKAN). 
They have youngsters in the family that are struggling with PKAN. 
They made a compassionate use application to FDA for use of the 
drug, RE024. You and I have spoken about this before. The family 
continues to try to gain compassionate use access to this drug. 

I am wondering what you can tell me in terms of helping make 
that happen. 
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Dr. Hamburg. You know, I have not received an update on the 
status of that. I know you and I have talked, and certainly I can 
go back and look at the specifics of that instance. 

As you know, in terms of requests for expanded access, when re- 
quests come to us, we generally, I think 99 percent of the time, ac- 
tually support the applications of the healthcare provider working 
with families. 

There were some specific issues in this case, the fact that we 
generally are very supportive, and in this case, there were some 
concerns. I cannot really speak to the status or the specifics. 

Senator Hoeven. As of our last meeting, at least one of the 
issues was FDA wanting the manufacturer to do some additional 
work, make an additional investment in some of the research on 
the drug, and we were asking if you would work with the company 
to do that, and also we were appealing to the company directly to 
do it as well, so they could reach an agreement with you in order 
to allow the compassionate use for the family. 

I would ask that you check on that. 

Dr. Hamburg. I do remember that discussion and we needed the 
company’s permission to be able to share more information with 
the family and healthcare provider, and with you. 

Senator Hoeven. Right. 

Dr. Hamburg. I do not know — I know our lawyers spoke with the 
company. Perhaps the company decided that they did not want 
that information shared. I will go back and learn more. 

Senator Hoeven. I would ask that you update us on that status 
and anything else you can do. Would you be willing to do that? 

Dr. Hamburg. I would be. 

[The information follows:] 

Answer. I will be happy to follow up with you in a letter, so as to avoid disclosure 
and privacy issues. 


RIGHT TO TRY LAWS 

Senator Hoeven. The second thing is in our State, our legislative 
session is underway. They are considering passing a “right to try” 
law. I think you are familiar with “right to try” laws that a number 
of States have now passed, which would perhaps afford an oppor- 
tunity for this family to go directly to the manufacturer under a 
contractual arrangement and gain access to the drug. 

I just want your reaction to how you would handle that if in fact 
North Dakota is able to pass that “right to try” legislation, and 
then how would you approach that, how would you be able to facili- 
tate that option for the family? 

Dr. Hamburg. Well, we do feel that we play a valuable role in 
the process. At the end of the day, it is the company that has to 
make the decision to make the product available through an ex- 
panded access process. 

In many instances, I can tell you that the FDA has played a very 
constructive role in encouraging the company to in fact make the 
decision to do so, and in some instances, we may have additional 
information that can help inform the decisionmaking about wheth- 
er this is the right action to be taken. 

We feel that we play an important role in the system that en- 
ables patients to get access to unapproved drugs outside of a din- 
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ical trial process when they have a serious or life-threatening con- 
dition, but we know many States have been looking at the notion 
of expanded access, and I do not know the specifics of what is hap- 
pening in your State. 

From my perspective, I would say that the FDA actually is an 
important partner and makes many contributions to what ulti- 
mately will serve the patient best. 

Senator Hoeven. If the State proceeds with the “right to try” 
law, you would be willing to help with that process? 

Dr. Hamburg. As I said, I do not know anything about the spe- 
cifics in your State. We certainly would be happy to provide tech- 
nical assistance or input on aspects, but what I wanted to really 
emphasize is that we do believe that if you look at experience, FDA 
is not the barrier to access in the vast, vast majority of cases, and 
that in fact we do play a valuable role and can provide important 
information, and often support and almost a form of advocacy for 
the expanded access program. 

Senator Hoeven. I am asking for your help on both of those op- 
tions. You are willing to do that? 

Dr. Hamburg. Yes. 

Senator Hoeven. You are willing to provide help for both of 
those options if we can make one of them work? That is what I am 
asking. 

Dr. Hamburg. I am willing to work with you to try to better clar- 
ify the expanded access program to provide expert input in terms 
of what might be under consideration, and certainly FDA is very 
eager to be helpful in expanded access cases. 

We actually just recently re-did the paperwork for expanded ac- 
cess requests to come to us, and it was actually described in one 
newspaper article as a “breathtaking effort to diminish bureau- 
cratic red tape.” 

We have been very hard to make this program clearer and more 
accessible and to help get patients and their healthcare providers 
access when it is appropriate. 

Senator Hoeven. Thank you. 

Senator Moran. Just a couple more questions. Commissioner. 
We will do one more round, although I will submit most of my 
questions for you to answer for the record. 

MOBILE MEDICAL APPLICATIONS 

Senator Moran. Let me just ask quickly about digital health de- 
vices. The FDA has issued guidance that it does not intend to en- 
force compliance with the standard regulatory controls for medical 
devices. Let me make sure that my premise is true, unlike my last 
question. That is true? 

Dr. Hamburg. We have stated, I think, very clearly and put forth 
a number of documents and reports indicating that we want to 
take a risk-based approach. We have no need to be involved in the 
regulatory oversight of the full range of mobile medical apps that 
are coming into the marketplace, many of which can provide a 
great deal of important information to individuals about their 
health status. 

We really want to focus on the mobile medical apps where there 
is a very important diagnostic or medical device activity that really 
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bears on medical decisions, medical interventions, and can have se- 
rious implications for health. 

It is not the platform, but it is the function, and we want to focus 
on the high risk. 

Senator Moran. Is there any more certainty that can be provided 
so that we do not stifle innovation in this arena? Can FDA make 
more clear what can be created, what can be innovated, without 
the threat of the regulatory burden? 

Dr. Hamburg. I think as you know this is sort of an area of a 
great deal of new activity really exploding in many ways, and a lot 
of companies that previously had not been working with the FDA 
in terms of regulatory oversight as well. 

We are trying very hard in a timely way to put out information 
in terms of our regulatory role and how we will undertake the over- 
sight of these mobile medical apps. 

In addition, we have had a lot of public meetings, and will con- 
tinue to do that, meetings with individual companies and stake- 
holders. I think it is going to be an ongoing process because there 
are misperceptions. People are very worried that we are going to 
be regulating products that we have no intention of providing that 
kind of regulatory oversight. 

We do want to focus on those higher risk products where impor- 
tant medical decisions may be made, and if it does not work, it is 
going to put the patient at risk, and if it was an EKG device in 
your doctor’s office, it would be regulated by the FDA, and you 
would want it to be accurate so you would not have the wrong 
treatment. If it is an iPhone that is doing the same thing, you still 
want it to be accurate. 

I think there are a lot of good examples where it really matters. 
There are a lot of examples where we do not feel a need to step 
in and provide regulatory oversight because the implications of the 
procedure being undertaken, the function of that mobile medical 
app does not carry with it the same risks for patients and does not 
form the basis for the same kind of medical decisionmaking and ac- 
tion. 


FOOD SAFETY MODERNIZATION ACT RULES 

Senator Moran. Will FDA be able to meet the court-ordered 
deadline on FSMA and its regulations? 

Dr. Hamburg. We are committed to that; yes. 

Senator Moran. Will the FDA be able to meet its deadline as or- 
dered? 

Dr. Hamburg. Yes. This is something that is just enormously im- 
portant, and we have been working very hard. The process took a 
little bit longer than we hoped in part because of the level of out- 
reach that we have done, and we felt the responsibility to go back 
with the supplementals to get more feedback and clarify some of 
the areas that had been raised as concerns. 

Yes, we are on track to meet those goals, and we have been 
working closely with all of the components of the system that have 
to be part of that in terms of HHS and the White House review. 
We are all committed and determined to be successful. 

Senator Moran. Your budget, the administration’s budget pro- 
poses substantial funding increases to modernize the food inspec- 
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tion system. We talked a little bit about that in other questions. 
Yet, this is considered transformational. FSMA is considered trans- 
formational. 

If it is transformational, is there something that we will spend 
less money on because we are doing things in a new way? If it is 
transformational, it seems to me it ought not always be that we 
need more money to transform. It ought to be we are spending less 
money over here doing things better and transforming to a blotter 
system that costs less. 

Dr. Hamburg. I think FSMA will be transformational in the 
sense of saving money and saving lives. We are shifting from a sys- 
tem that was reactive, waiting for problems to occur, and then try- 
ing to fix them after the fact, to one that will be preventive. 

It means we will prevent foodborne outbreaks. One in six Ameri- 
cans get ill from foodborne illness every year. There are $78 billion 
worth of preventable costs to the healthcare system because of 
foodborne illness, 3,000 deaths a year as well. 

The cost to industry, every time there is a recall, even if it is not 
your product, if it relates to your product, like there was a spinach 
and E. coli outbreak in California a number of years ago, it was 
one company, but the whole spinach industry was affected, and not 
just affected during the period of concern about the outbreak, but 
I am told it took years. It may not have even occurred that spinach 
purchasing went back up to the pre-outbreak levels. 

To be aWe to have a preventive approach, to be able to really en- 
hance trust and confidence in the food supply, to prevent illness, 
to enhance the ability of industry to be able to excel in terms of 
food safety, the confidence of buyers and consumers in this country, 
and frankly, for trade and exports, all of that are going to be bene- 
fits of FSMA. 

We certainly appreciate what Congress did in giving us these 
new responsibilities and authorities, and I think it is going to make 
a lasting difference to the benefit of all. 

Senator Moran. Thank you. 

Senator Merkley. 

FOOD SAFETY MODERNIZATION 

Senator Merkley. Thank you very much. I know it takes a lot 
of work to address the seven different categories and rules that are 
coming out in FSMA. There is a lot going on there in each one of 
those rules. 

I appreciate the enormous work that has gone in to realizing this 
vision for food safety. 

Back in 2009, there was a Salmonella outbreak in peanut butter, 
and 700 people became significantly ill, nine people died. Someone 
who almost died was a little 3-year-old boy named Jacob Hurley. 
This compelled his father, Peter, to become a major advocate of try- 
ing to tackle this challenge. I have had a number of conversations 
with Peter and his family in the course of the time we were consid- 
ering this act. 

Now we are down the road to having this, as you put it, preven- 
tive approach rather than the reactive approach, which is exactly 
the right framing. 
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What can I tell Peter and Jacob today about what will happen, 
using peanut butter as an example, making it much less likely for 
peanut butter to have a contamination that could cause an illness? 

Dr. Hamburg. Well, I think you can say that advocacy work has 
made a difference because FSMA was passed and it is now being 
implemented. We do need these additional resources now to actu- 
ally go from what is being spelled out in a set of, I think, very 
thoughtful and responsible regs that have been developed, and ac- 
tually seeing the difference on the ground. 

We need the money to make that happen, and I do not think 
while our budget authority request is bigger than you have seen 
before, that it is excessive in terms of what is needed. 

You may be aware at the time the law was passed, the Congres- 
sional Budget Office (CBO) estimated that it would take about 
$580 million over 5 years to implement FSMA appropriately. If we 
get the $109 million, we will be about halfway to what they 
thought we needed. We are trying to implement as efficiently as 
possible. 

We need to do a number of things. We need to modernize our in- 
spections with training and education to reflect the needs of a pre- 
ventive approach. We need to work with industry to really make 
sure they understand what is expected of us, the discussion I was 
having with Senator Tester and some of the others about the im- 
portance of the open communication and understanding and tech- 
nical assistance. 

We need to work with our counterparts at the State level, and 
actually a significant amount of our ask, I think it is $32 million, 
will be going to the States because they need to be working on the 
ground level to make sure this new approach is in place and work- 
ing. 

We have to also address the international component, which is 
enormous and growing in terms of the foods that are coming in 
from other countries and countries with much less stringent over- 
sight in terms of safety and quality, so we need to get the resources 
to implement the foreign supplier verification process, to be able to 
ensure an adequate number of foreign inspections, and to really 
make sure that both for consumer protection and to have a level 
playing field for domestic producers that the same standards and 
quality approach 

Senator Merkley. I might just interrupt you here so I can follow 
up a little bit before I run out of time. Would it be appropriate for 
me to characterize it this way, going back to the peanut butter ex- 
ample, the way the ingredients are grown, the way they are har- 
vested, the way they are processed, additional testing along the 
way, we are changing the systems, we are enhancing the testing 
all to create a system where the potential for contamination is ab- 
solutely minimized. 

Dr. Hamburg. Where the potential for contamination will be 
minimized and any problems we identify as swiftly as possible are 
addressed. 

Senator Merkley. Thank you. 

Senator Moran. Senator Merkley, thank you very much. Com- 
missioner, thank you very much. Doctor, we wish you well. Thank 
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you for your testimony. Thank you for your team’s presence with 
us this morning. 


ADDITIONAL COMMITTEE QUESTIONS 

For members of the subcommittee, any questions that you would 
like to submit for the record, and I will have several myself, should 
be turned in to subcommittee staff within 1 week, which is Thurs- 
day, March 19, and we would appreciate if the FDA could respond 
to those questions within 4 weeks from that. 

[The following questions were not asked at the hearing, but were 
submitted to the Department for response subsequent to the hear- 
ing:] 


Questions Submitted by Senator Jerry Moran 

Question. Where is the FDA in the process of approving the backlogged applica- 
tions for new sunscreen products? 

Answer. As required by the Sunscreen Innovation Act (SIA), FDA has completed 
several important steps in the review process for sunscreen active ingredient appli- 
cations marketed for a material time and extent in other countries and determined 
eligible for review prior to enactment of the SIA. We have reviewed all eight pend- 
ing sunscreen active ingredient applications, evaluated submitted data, and identi- 
fied the missing information we need to determine that sunscreens containing each 
ingredient would be generally recognized as safe and effective. We have issued pro- 
posed orders outlining additional data needed in order to make a determination that 
each ingredient meets this standard. 

As outlined in the SIA, the data requested must be gathered and submitted to 
the FDA for evaluation before the agency can proceed to a final sunscreen order. 
We look forward to receiving and reviewing the data. The agency is committed to 
doing its best to continue to meet future deadlines under the SIA — and to provide 
American consumers with additional options for safe and effective sunscreen ingre- 
dients. 

Question. Shouldn’t more focus and priority be placed on preventive care for skin 
cancer? Why are Americans having to wait so long for new sunscreen products? 

Answer. Americans currently have access to numerous sunscreen products. These 
include broad-spectrum products with an SPF value of 15 or higher, which, if used 
as directed with other sun protection measures, decrease the risk of skin cancer and 
premature skin aging caused by the sun. As described in the preceding response, 
FDA is actively working to assure that sunscreens, including sunscreens that would 
contain the ingredients being evaluated under the SIA, provide safe and effective 
protection. 

Heightened concerns about the risk of skin cancer and premature aging have fun- 
damentally altered consumers’ use of sunscreen products over the past few decades. 
Americans once applied the products in modest amounts while at the beach or exer- 
cising during peak hours of summer sun exposure. In contrast today, Americans — 
young and old, fair-skinned and not — now routinely spread on sunscreens all year 
round. A large increase in the amount and frequency of sunscreen exposure com- 
bined with advances in scientific understanding that some sunscreen ingredients 
may be absorbed into the bloodstream have raised safety concerns. Commercial mar- 
keting experience alone is inadequate to evaluate these concerns. 

The SIA does not relax the FDA’s scientific standards for evaluating safety and 
effectiveness or the requirement that the agency have adequate data on which to 
base a generally recognized as safe and effective (GRAS/E) determination. FDA has 
proposed data requirements, unanimously supported by an Advisory Committee 
panel of independent scientific experts, to meet this standard. We look forward to 
receiving and reviewing industry data — and helping American consumers make in- 
formed decisions about these products. 

Question. The agency’s tentative determination on partially hydrogenated oils rep- 
resents a substantial shift from the current framework. Why did the FDA not un- 
dergo the customary rulemaking process and instead issue a determination? 

Answer. Our action conforms to FDA regulations which set forth a process by 
which the agency, on its own initiative or in response to a petition from an inter- 
ested person, may determine that a substance is not GRAS. Specifically, title 21 of 
the CFR, section 170.38(b)(1), provides that FDA may initiate this process by 
issuing a notice in the Federal Register proposing to determine that a substance is 
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not GRAS and is a food additive subject to section 409 of the FD&C Act. Section 
170.38(b)(2) requires the notice to include a period of 60 days for comment. 

Question. If the health concern is over trans fat, why focus on PHOs and not trans 
fat specifically? 

Answer. Partially hydrogenated oils (PHOs) are ingredients added to food to 
achieve specific technical effects, and are the primary dietary source of artificial 
trans fat in the United States. 

Question. Given that PHOs are used globally, the agency’s determination could 
potentially impact trade compliance. Did the FDA consult Federal agencies with 
trade oversight before issuing this determination? 

Answer. FDA is charged with protecting the U.S. food supply, and applies its reg- 
ulatory authorities to ensure that food, including all substances added to food, is 
safe. We believe our tentative determination complies with all relevant legal re- 
quirements. We further note that a number of other countries have already placed 
restrictions on the use of trans fat-containing ingredients, including Denmark, Aus- 
tria, Hungary, and Switzerland. In addition, the European Commission is currently 
considering action on industrially produced trans fat in food. 

Question. This past December, Congress enacted legislation that gives the FDA 
authority to expediently add diseases to the Tropical Disease Priority Review Vouch- 
er Program to spur development of vaccinations for neglected diseases. Are you con- 
sidering adding diseases to the program, and has FDA begun the work to make the 
additions? 

Answer. FDA is considering adding diseases to the list of tropical diseases in the 
Priority Review Voucher program. The legislation enacted last year expanded the 
voucher program to Ebola and streamlined the process for the agency to add other 
quahf 3 dng diseases, if it determines such additions are appropriate. We are working 
on these issues now. 

Question. Is Chagas disease under consideration? 

Answer. Yes, FDA is considering adding Chagas to the list of tropical diseases. 
Adding Chagas to the list was recommended by members of Congress and stake- 
holders attending a public meeting on tropical diseases that qualify for tropical dis- 
ease vouchers. 

Question. How long will it take FDA to complete the process to add a new disease? 

Answer. While FDA cannot specify a particular timeframe for the designation 
process, the agency will follow this new, expedited process to make any changes as 
quickly as possible. 

Question. FDASIA was enacted by Congress 3 years ago and required FDA to 
issue new regulations for medical gases. Not only has there been no proposed rule, 
Congress has yet to receive the report that was due over a year ago. What is the 
status of the agency issuing these regulations? 

Answer. FDASIA requires FDA to: 

— Review current regulations regarding medical gases, obtain input from medical 
gas manufacturers and other interested parties, and determine if any changes 
are necessary. 

— Provide a report to the Senate Committee on Health, Education, Labor and Pen- 
sions and the House Committee on Energy and Commerce on its findings. 

— If changes are determined to be necessary, finalize such changes by July 2016. 

As you note, the report to Congress is past due. We apologize for the delay and 
are working to complete and submit the report as soon as possible. We have sought 
and received comments from medical gas manufacturers and other interested stake- 
holders, and we have conducted an extensive review of the Federal drug regulations 
with regard to medical gases. We held a public meeting on this topic in December 
2013. In addition, Dr. Janet Woodcock, the Director of FDA’s Center for Drug Eval- 
uation and Research, met with representatives of the medical gas industry in Feb- 
ruary 2014. Following this meeting, the Compressed Gas Association and the Gas 
and Welding Distributors Association submitted a joint revised set of proposed regu- 
latory changes for FDA’s consideration. We have completed our review of these pro- 
posed changes and are working to finalize and submit the Report to Congress. 

Question. Will the FDA have the final regulations in place by the January 9, 2016, 
deadline? 

Answer. FDASIA does not require regulation changes unless they are deemed nec- 
essary as a result of the regulation review. If changes are deemed necessary, section 
1112 of FDASIA requires final regulations hy July 9, 2016, 48 months after enact- 
ment of the act. We will do our best to meet the deadline. 

Question. As you know, CFSAN has for a number of years supported several Food 
Safety Centers of Excellence that help to support the food safety research needs of 
the FDA through basic research and various other tasks. The Committee has long 
been supportive of the work of these Centers. Can you please provide some back- 
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ground on Food Safety Center of Excellence funding for fiscal year 2015 and fiscal 
year 2016, and whether or not you can provide an increase in basic research support 
levels in fiscal year 2016? 

Answer. The FDA Food Safety Centers of Excellence (COEs) support critical col- 
laboration between FDA and academic institutions to advance regulatory science 
through innovative research, education, and scientific exchanges. 

In fiscal year 2014 CFSAN awarded $11,025 million in funding to the COEs. 
While FDA intends to maintain strong support for these Centers, final decisions on 
precise funding amounts for fiscal years 2015 and 2016 are still pending. 

Question. It is my understanding that the FDA requested authority from the Of- 
fice of Management and Budget to conduct a study on the proposed changes to the 
Nutrition Facts Panel (NFP) related to consumer comprehension of an “added sug- 
ars” disclosure on the NFP in addition to “sugars.” Additionally, FDA published in 
the Federal Register on March 3, 2014, its plan to conduct a consumer study to bet- 
ter understand “how consumers would comprehend and use this new information.” 
Can you please provide me with the status of this study, the data produced to date, 
including the questions and responses specific to the declaration of added sugars on 
the Nutrition Facts label, and the FDA’s plans and timing for making these results 
available to the public for comment? 

Answer. FDA has completed the study of consumer comprehension of an “added 
sugars” disclosure on the NFP in addition to “sugars.” We are in the process of pre- 
paring a report summarizing the data from this study. We will make the report 
available to you and the public when it is complete. 

Question. About a month ago, the New York State Attorney General claimed that 
GNC and three other retailers were selling herbal products that did not contain the 
labeled ingredients. This caused and continues to cause quite a stir inasmuch as 
half of all Americans take supplements. The New York Attorney General’s allega- 
tions were based on a series of tests known as DNA barcoding. DNA barcoding, I 
am told, is an inappropriate test for herbal extracts because the extraction process 
tends to destroy the DNA markers. I am also told that the U.S. Pharmacopeia and 
the FDA do not use this type of test to determine whether or not certain herbal ex- 
tracts are present in a product. Can you confirm that, in fact, the FDA agrees that 
DNA barcoding is not an appropriate test for herbal extracts? 

Answer. Speaking generically, FDA does not use DNA sequencing for botanical au- 
thentication. The FDA’s current research and development for DNA sequencing 
based methods for plants is focused on the development of a plant species DNA li- 
brary and development of validated methods for identification of botanical mate- 
rials. 

We are not privy to the details of methods employed during the NY Attorney Gen- 
eral’s investigation and, because of this, FDA has not stated whether DNA barcode 
testing is an appropriate test or examination for this investigation. Currently, if 
FDA were to use DNA methods on herbal extracts, we would use them in combina- 
tion with established chemical or other acceptable methods historically used to 
verify the identity of these products. At this time, FDA does not use DNA sequenc- 
ing by itself to analyze an herbal extract. 


Questions Submitted by Senator Roy Blunt 

BIOSIMILARS 

Question. I want to state up front that I support the development and marketing 
of biosimilars. That is why I have been incredibly frustrated at the lack of trans- 
parency in the implementation process. The first approval should have been well un- 
derstood and considered a real accomplishment. Instead, it has highlighted that all 
the policy and implementation questions we have been asking you to answer remain 
unanswered due to the lack of published guidance. 

Commissioner Hamburg, you stated at a hearing just last week before the House 
Appropriations Subcommittee that guidance on naming was coming soon. Two days 
after that hearing FDA approved the first biosimilar product, but we still don’t have 
any guidance. Can you please share your exact timeline for publishing guidance? 

Answer. While the agency cannot provide a specific timeline for the release of any 
guidance, FDA continues to clarify our approach to implementation of the Biologies 
Price Competition and Innovation (BPCI) Act and provide guidance and information 
to assist biological product developers — sponsors/companies — with bringing bio- 
similar and interchangeable products to market. 

FDA has recently issued three final guidances: 

— Scientific Considerations in Demonstrating Biosimilarity to a Reference Product 
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— Quality Considerations in Demonstrating Biosimilarity of a Therapeutic Protein 
Product to a Reference Product 

— Biosimilars: Questions and Answers Regarding Implementation of the Biologies 
Price Competition and Innovation Act of 2009 

FDA has published the following draft guidances since 2012: 

— Clinical Pharmacology Data to Support a Demonstration of Biosimilarity to a 
Reference Product 

— Reference Product Exclusivity for Biological Products Filed Under Section 
351(a) of the PHS Act 

— Formal Meetings Between the FDA and Biosimilar Biological Product Sponsors 
or Applicants 

— Biosimilars: Additional Questions and Answers Regarding Implementation of 
the BPCI Act of 2009 

The agency is continuing to review the comments received as we move forward 
in finalizing these draft guidances. In addition, FDA expects to issue draft guidance 
in 2015 on the following topics identified in CDER’s Guidance Agenda: 

— Considerations in Demonstrating Interchangeability to a Reference Product 

— Statistical Approaches to Evaluation of Analytical Similarity Data to Support 
a Demonstration of Biosimilarity 

— Labeling for Biosimilar Biological Products 

— Nonproprietary Naming for Biological Products 

Question. Will the guidance document on naming address the confusion raised 
about labeling of biosimilars? Specifically, the label for the biosimilar product FDA 
approved on March 6 appears to contradict the agency’s current draft labeling guid- 
ance. Does FDA still believe that health professionals should have a label that in- 
cludes all the information necessary to make prescribing decisions, including a 
statement that a product is a biosimilar and whether a product has been deter- 
mined to be interchangeable? The label for the product you just approved does nei- 
ther. 

Answer. FDA believes that healthcare professionals should have product labeling 
that includes the essential scientific information necessary to make informed pre- 
scribing decisions for their patients. FDA expects to issue draft guidance on labeling 
for biosimilar products in 2015. The public will be provided with an opportunity to 
comment on this draft guidance when it is published. 

Question. Further, given the lack of clarity on the question of extrapolation in the 
product’s label, when exactly is the guidance on that topic expected? How will physi- 
cians know which indications were actually researched and validated for the bio- 
similar? 

Answer. FDA undertakes a rigorous and thorough evaluation to ensure that a bio- 
similar product meets the statutory and regulatory standards for approval and has 
been determined to be safe and effective under the conditions of use described in 
approved product labeling. Approval of a biosimilar product is based on review of 
evidence that may include structural and functional characterization, animal study 
data, human pharmacokinetic and pharmacodynamics data, clinical immunogenicity 
data, and other clinical safety and effectiveness data that demonstrates that the 
product is highly similar to the reference product (notwithstanding minor dif- 
ferences in clinically inactive components) and that there are no clinically meaning- 
ful differences between the biosimilar product and the reference product in terms 
of safety, purity, and potency. 

Additionally, a biosimilar application must include information demonstrating, 
among other things, that the proposed biosimilar has the same route(s) of adminis- 
tration, dosage form(s) and strength(s) as the reference product, and that the condi- 
tion(s) of use for the proposed biosimilar have been previously approved for the ref- 
erence product. To determine which indications have been approved for a biosimilar 
product, healthcare professionals are advised to review the labeling — prescribing in- 
formation — of the biosimilar product. 

FDA has issued final guidances, “Scientific Considerations in Demonstrating Bio- 
similarity to a Reference Product,” and “Biosimilars: Questions and Answers [Q&A] 
Regarding Implementation of the Biologies Price Competition and Innovation Act of 
2009” (Q&A 1. 11), describing the potential for a biosimilar applicant to extrapolate 
data derived from a clinical study sufficient to demonstrate safety, purity, and po- 
tency in an appropriate condition of use to one or more additional conditions of use 
for which licensure is requested and for which the reference product is licensed, if 
sufficient scientific justification is provided. FDA expects to issue draft guidance on 
labeling for biosimilar products in 2015. The public will be provided with an oppor- 
tunity to comment on this draft guidance when it is published. 
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Question. How does FDA intend to update the label for the product with respect 
to the name? I understand that it was approved with a “placeholder” for the name. 
What does this mean and why did FDA proceed this way? 

Answer. The agency had an application for a biosimilar product that was ready 
for approval and designated a proper name with a distinguishing suffix for this 
product (filgrastim-sndz) on a product-specific basis while continuing to consider 
broader policy issues regarding the nonproprietary names of biological products. 
Some Agency communications used the term “placeholder” to describe this non- 
proprietary name. That term was intended to indicate that FDA’s designation of a 
nonproprietary name for this product should not be viewed as reflective of the agen- 
cy’s decision on a comprehensive naming policy for biosimilar and other biological 
products. FDA intends to issue draft guidance on how current and future biological 
products marketed in the United States should be named in the near future. If the 
filgrastim-sndz name is inconsistent with the naming policy FDA adopts for biologi- 
cal products, however, FDA would work with the applicant to minimize the impact 
that labeling changes would have on the manufacture and distribution of this prod- 
uct. 


UNTITLED LETTERS 

Question. I understand that the FDA uses untitled letters to increase public ac- 
countability of firms, which may deter future violations and increase compliance 
with the law. However, it has come to my attention that the Center for Biologies 
Evaluation and Research (CBER) may be systematically using untitled letters as a 
means to reclassify tissue products instead of following protocol established in the 
Administrative Procedure Act. 

Prior to issuing each of the untitled letters, does FDA issue guidance or regula- 
tions which provided clarity regarding the classification of the product(s)? If so, 
please provide the key citations. 

Answer. CBER does not systematically use untitled letters as a means to reclas- 
sify tissue products instead of following the regulations that have been established 
under the Administrative Procedures Act. 

The requirements for FDA’s regulation of human cells, tissues, and cellular and 
tissue-based products — HCT/Ps — are found in 21 CFR part 1271. Subpart A contains 
general provisions, including the criteria that must be met in order for an HCT/P 
to be regulated solely under section 361 of the Public Health Service Act (PHS Act) 
(21 CFR 1271.10). In accordance with 21 CFR 1271.20, if an HCT/P does not meet 
the criteria under 21 CFR 1271.10, it will be regulated as a drug, device, and/or bio- 
logical product under the Federal Food, Drug, and Cosmetic Act (FD&C Act) and/ 
or section 351 of the PHS Act. These regulations were finalized after a period of 
public notice and comment, consistent with the Administrative Procedures Act. 

As required by law, FDA publishes regulations in the Federal Register. FDA usu- 
ally uses “notice and comment rulemaking” to issue regulations. The first public 
step in the notice and comment rulemaking process is for FDA to issue a proposed 
rule, which explains what we intend to require, and asks for public comment. Based 
on the comments, FDA will then decide to end the rulemaking process, issue a an- 
other proposed rule, or issue a final rule. The final rule preamble responds to com- 
ments on the proposed rule and explains the new regulatory requirements. 

FDA issues guidance documents, which describe the agency’s interpretation of or 
policy on a specific regulatory issue. They do this by providing recommendations for 
meeting the criteria or requirements in regulations. 21 CFR 10.115(b). Guidance 
documents may relate to the processing, content, and evaluation of submissions as 
well as inspection and enforcement policies. In the context of HCT/Ps, it is antici- 
pated that guidance documents will improve stakeholders’ understanding of the defi- 
nitions in part 1271.3 and how to apply the regulatory criterion in 21 CFR 1271.10. 

An untitled letter is an advisory action that cites violations that do not meet the 
threshold of regulatory significance for a warning letter. The format and content of 
an untitled letter should clearly distinguish it from a warning letter. For example, 
as discussed in the FDA’s Regulatory Procedures Manual, untitled letters are not 
titled; do not include a warning statement that failure to take prompt correction 
may result in enforcement action; do not evoke a mandated district follow-up; and 
request (rather than require) a written response from the firm within a reasonable 
amount of time. They are issued to address inspectional findings or compliance 
issues at a specific firm. 

Here is a link to FDA’s Regulatory Procedures Manual for the record: http:// 
www.fda.gov/ICECI/ComplianceManuaIs/RegulatoryProceduresManual/ 
ucml76871.htm. 
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Question. Do you currently have any policies and procedures related to how soon 
after you issue an untitled letter to a company you subsequently post it on your Web 
site? If not, are you considering such a policy? 

Answer. CBER’s policy is to post all untitled letters on its Web site as soon as 
practicable after confirmation of receipt by recipient and a review of the letter prior 
to disclosure to include redaction of any trade secrets or confidential commercial in- 
formation. CBER started posting these letters in 2002; this complies with the com- 
mitment made by the agency in the Transparency Initiative. 

Question. Do you currently have any policies or procedures related to the issuance 
of an untitled letter related to the appearance of the letter? Eor instance, do you 
require that all untitled letters issued to a company have the header “Untitled Let- 
terr’ 

Answer. As described in the FDA’s Regulatory Procedures Manual, chapter 4-2, 
untitled letters are not titled, and therefore do not have the header “Untitled Let- 
ter” on the letter. Here is the link to FDA’s Regulatory Procedures Manual for the 
Record: http://www.fda.gov/ICECPComplianceManuals/ 

Regulatory ProceduresManuaPucm 17687 1 .htm. 

Question. For the untitled letters in question, were any issued to the company 
without the header “Untitled Letter”? If so, when the letter was subsequently posted 
on your Web site, did it include such a header? 

Answer. Untitled letters are not titled, and therefore do not include the header, 
“Untitled Letter.” For clarity, and to distinguish them from warning letters, untitled 
letters are identified as such on CBER’s Web site. 

Question. Prior to issuing each of the untitled letters, did you have any commu- 
nications (formally or informally) with the company regarding the issue that was 
the subject of the untitled letter? 

Answer. If the untitled letter was issued subsequent to an establishment inspec- 
tion, the FDA investigator may have informally discussed the situation, although 
they are not required to do so. An untitled letter can often be the initial communica- 
tion with regulated industry concerning regulatory violations. 

Question. Prior to issuing each of the untitled letters, did you use alternative reg- 
ulatory options to resolve questions related to product classification, which may in- 
clude formal inquiries (whether via official correspondence or via telephone) or di- 
rected inspections with appropriately qualified inspectors? 

Answer. In determining whether to issue an untitled letter, FDA officials gen- 
erally consider whether evidence shows that a firm, product, and/or individual is in 
violation of the law or regulations. Such evidence may have been obtained during 
a routine or directed inspection, or other means of surveillance, such as Internet 
Web site surveillance. Untitled letters are often used as an initial correspondence 
and can be an alternative to other regulatory options, such as a warning letter. 

Regarding jurisdictional questions, FDA’s Tissue Reference Group — also known as 
the TRG — was created as specified in the “Proposed Approach to the Regulation of 
Cellular and Tissue-based Products” published by FDA in February 1997. The pur- 
pose of the TRG is to provide a single reference point for product specific questions 
received by FDA — either through the Centers, or from the Office of Combination 
Products (OCP) — concerning jurisdiction and applicable regulation of Human Cells, 
Tissues and Cellular and Tissue-Based Products (HCT/Ps). FDA has publically post- 
ed information on how manufacturers can submit inquiries to the TRG, as well as 
publically disclosing TRG recommendations regarding HCT/P classification, on its 
Web site. 

Here is a link to FDA’s Tissue Reference Group’s Web site: http://www.fda.gov/ 
biologicsbloodvaccines/tissuetissueproducts/regulationoftissues/ucml52857.htm. 

OCP issues classification and jurisdiction assignments for medical products. Clas- 
sification and jurisdiction assignments can be made informally or formally. Informal 
assignment requests should be made by directly contacting OCP. Formal assign- 
ment requests can be made by submission of a Request for Designation Document, 
also known as RFD, to OCP. 

Here are links to the Office of Combination Products’ Jurisdictional and RFD In- 
formation: http://www.fda.gov/CombinationProducts/JurisdictionalInformation/de- 

fault.htm and http://www.fda.gov/CombinationProducts/RFDProcess/default.htm. 

Question. Subsequent to receiving an untitled letter, did any company request 
that you post a response to such letter? If so, did you post the response to the letter? 

Answer. FDA policies and procedures do not currently include the posting on the 
Internet of manufacturers’ responses to FDA’s untitled letters. CBER has only rare- 
ly received a request to post the response to an untitled letter and declined to do 
so. However, a company is always able to post information on its own Web site, in- 
cluding its response to the untitled letter and any other information in regards to 
addressing FDA’s concerns. 
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Question. Have you considered issuing formal “close out” letters, similar to what 
is done for warning letters? 

Answer. FDA policies and procedures do not currently call for issuing untitled let- 
ter close-out letters. 


FDA FOOD SAFETY ACTIVITIES 

Question. I have heard from many organizations that are requesting appropriate 
funding for FDA’s food safety activities in fiscal year 2016 and continue to oppose 
the proposed industry user fees, which have been repeatedly rejected by Congress, 
to pay for food safety activities. Commissioner Hamburg, do you still believe the 
user fees are necessary and do the user fees have industry and political support? 

Answer. In fiscal year 2016, FDA has requested an increase of $301.2 million to 
support its FSMA implementation efforts. The request includes a net increase of 
$109.5 million in Budget Authority and $191.8 million in User Fees. The total re- 
quest is critical to ensure full implementation of FSMA. FDA continues to work with 
its stakeholders to build support for the proposed food safety User Fees. However, 
FDA is most concerned with having an appropriate level of funding for successful 
implementation, not the funding source. 


Questions Submitted by Senator Mitch McConnell 

Question. I submitted five questions for the record last year, but never received 
a response from your agency on a single question. Why has nearly a year gone by 
without a response from your agency? 

Answer. FDA did not receive questions for the record from Appropriations sub- 
committee staff last year. While we were not aware of your questions, we are happy 
to answer them this year or in a briefing or letter. 

Question. Prescription drug abuse remains a serious problem in my home State 
of Kentucky where more than 80 Kentuckians die each month as a result of this 
epidemic. In fact, the demand for opiates has led to a heroin epidemic in Northern 
Kentucky, and heroin overdoses caused 61 deaths in this part of the State in 2012. 
Approving drugs with abuse-deterrent features is one tool among many available to 
FDA to help prevent prescription drug abuse. While much attention has been given 
to abuse-deterrent formulations for extended-release, long-acting opioids, what steps 
has FDA taken to encourage the development of these formulations in immediate 
release opiates? Furthermore, what is the rationale behind FDA’s decision not to re- 
quire a Risk Evaluation and Mitigation Strategy (REMS) for immediate release 
opioids? 

Answer. The FDA looks forward to a future in which most or all opioid analgesic 
medications — not just extended-releasedong-acting (ER/LA) opioids products — are 
available in formulations that are less susceptible to abuse than the formulations 
that are on the market today. While ER/LA opioid analgesics typically contain larg- 
er amounts of drug and therefore carry a higher risk for overdose and death, abuse 
of immediate-release (IR) products is also a significant concern. 

FDA plans to finalize guidance on the evaluation and labeling of all abuse deter- 
rent opioid formulations, both IR and ER/LA, in the near future. The guidance — 
based, in part, on comments received during a public meeting held to discuss the 
development, assessment, and regulation of such products — will suggest the types 
of studies that should be conducted to demonstrate that a given opioid formulation 
has abuse-deterrent properties. The guidance will also discuss the evaluation of 
those studies and the labeling that may be approved based on the results. 

FDA’s focus on incentivizing development and use of all opioid drug products with 
abuse-deterrent features has significantly increased interest in producing these 
products. Some 30 investigational new drug applications (INDs) have been sub- 
mitted by manufacturers seeking to conduct clinical trials on potentially abuse-de- 
terrent products. FDA is working with drug makers to advance the science of abuse 
deterrence and navigate the regulatory path to market as quickly as possible. Com- 
panies are exploring promising alternatives to currently marketed abuse-deterrent 
formulations in an innovative array of scientific techniques and approaches. 

Additionally, abuse-deterrent opioid products, both IR and ER, may be eligible for 
one or more of FDA’s expedited review and approval programs, including fast track 
designation and priority review timelines, if they meet applicable criteria. 

ER/LA opioid analgesics typically contain higher doses of opioids than IR opioids 
or opioid/non-opioid combinations products because they are intended to release the 
drug over a longer period of time. As a result, ER/LA opioid analgesics may be more 
desirable to individuals who misuse or abuse opioids — and pose a greater risk of fa- 
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tality in the event of an overdose. These concerns informed the FDA’s decision to 
require the ER/LA Opioid Analgesics REMS. 

FDA has received a citizen petition asking the agency to require IR opioids to in- 
clude labeling changes that parallel those required of ER/LA opioid analgesics. The 
agency is in the process of reviewing and responding to that petition. If the agency 
determines that a REMS is necessary to ensure that the benefits of IR opioid anal- 
gesics outweigh the risks, we will take appropriate action. 

Question. In a statement you released last year, strengthening surveillance efforts 
at FDA to actively monitor the prescription drug abuse epidemic and emerging 
trends was identified as a priority action item for the agency. It is my under- 
standing that FDA has various surveillance methods either in place or in the pilot 
phase to monitor post-marketing safety issues. Will you please explain all of the 
post-marketing surveillance efforts underway at FDA related to prescription drug 
abuse, including if and how the Sentinel program will be used to support surveil- 
lance efforts related to prescription drug abuse trends? What other agencies is FDA 
coordinating with on surveillance efforts, and how is that coordination being imple- 
mented? 

Answer. FDA actively monitors adverse event and medication error reports sub- 
mitted by pharmaceutical manufacturers and the general public (e.g., doctors, 
nurses, patients, and family members of patients) through the FDA Adverse Event 
Reporting System (FAERS). FAERS, a key component of postmarketing surveil- 
lance, helps to identify new drug safety issues that were not observed during the 
clinical trials that served as the basis for drug approval. FDA safety evaluators reg- 
ularly screen FAERS reports. 

To supplement surveillance efforts, FDA has required new postmarketing studies 
for all ER/LA opioids. These studies will help to better assess the risks of misuse, 
abuse, addiction, overdose and death associated with long-term use of ER/LA 
opioids. 

The Sentinel Program is a vital tool in FDA’s surveillance efforts. Sentinel utilizes 
administrative healthcare claims data from healthcare providers and facilities and 
may at some point help us to understand issues brought to medical attention by pa- 
tients prescribed opioids, once the claims for events such as overdoses are appro- 
priately validated. As part of the required safety studies, FDA is requiring manufac- 
turers to validate administrative claims that may be indicative of opioid overdoses. 
We are hopeful that this effort will yield reliable algorithms that can be used more 
broadly in administrative claims data, like Sentinel, to study these types of out- 
comes of prescription opioid abuse. 

The agency is also collaborating in several efforts to collect more robust and com- 
prehensive data on opioid abuse, including ER/LA opioid abuse. FDA is working 
with the National Center for Health Statistics at the Centers for Disease Control 
and Prevention (CDC) to obtain detailed national data on emergency department 
visits relating to drug abuse from hospitals participating in the new National Hos- 
pital Care Survey. FDA is also working with the National Electronic Injury Surveil- 
lance System — Cooperative Adverse Drug Event Surveillance Project (NEISS- 
CADES) to expand the data collection and abstraction process to include abuse-re- 
lated clinical encounters. In addition, the agency is leading an ongoing collaborative 
project with CDC to identify and quantify deaths related to specific drugs, including 
those due to overdoses caused by prescription opioid products. Finally, FDA is ex- 
ploring ways to use data from State-based Prescription Drug Monitoring Programs 
to better understand prescribing and dispensing behaviors of controlled substances 
that play a role in the evaluation of prescription drug abuse. 

FDA is committed to making a difference in this epidemic. We continue to actively 
partner with others to implement the Administration’s National Drug Control Strat- 
egy and Prescription Drug Abuse Prevention Plan — and reduce prescription drug 
misuse, abuse and addiction. FDA is also continuing its close participation in sur- 
veillance efforts through the Prescription Drug Abuse Subcommittee of the HHS Be- 
havioral Health Coordinating Council. 

Question. As you know, FDA approval of innovator drugs that lack abuse-deter- 
rent features is a major concern in my home State of Kentucky. Why has FDA re- 
frained from granting an abuse-deterrent label to products that meet the require- 
ments of abuse-deterrence under any one of tiers 1, 2 and 3 of the FDA Draft Guid- 
ance for Industry on Abuse-Deterrent Opioids? How does FDA recognize and com- 
municate, or plan to recognize and communicate, that although a product may not 
have the ability to meet the requirements outlined under all the tiers listed in the 
FDA Draft Guidance for Industry on Abuse-Deterrent Opioids, it may still offer 
technology that makes the product more difficult to abuse than others? 
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Answer. FDA has approved four ER/LA opioid analgesics with labeling describing 
the product’s abuse-deterrent properties consistent with the draft guidance. They in- 
clude: OxyContin; Targiniq ER; Embeda ER; and Hysingla ER. 

We have rejected abuse-deterrent claims for products when the data were insuffi- 
cient to support such claims. FDA will approve labeling describing a product’s 
abuse-deterrent properties when the data show that a product’s abuse-deterrent 
properties can be expected to result, or actually have resulted, in a meaningful re- 
duction in that product’s abuse. 

We are still in the early stages of abuse-deterrent product development — the mar- 
ket has a small number of products using abuse-deterrent technologies, and the 
agency is assessing each opioid drug product’s safety and efficacy on a case-by-case 
basis. FDA expects these technologies to improve and expects products containing 
them (both innovator and generic) to become more widely used. FDA looks forward 
to a time, hopefully not so far in the future, when the majority of opioids are in 
effective, abuse-deterrent forms; forms that substantially reduce abuse, including by 
oral, intranasal, and intravenous routes. 

FDA hopes that the final guidance, to be released soon, will clarify abuse-deter- 
rent labeling claims. Abuse-deterrent labeling will be approved for products. All 
abuse-deterrent labeled products can be expected to result, or will have actually re- 
sulted, in a meaningful reduction in that product’s abuse. 

Question. The incidence of newborns suffering withdrawal has tripled throughout 
the country since 2000. To put this in perspective, in 2009, approximately one infant 
was born each hour showing signs of drug withdrawal. In Kentuc^, this condition 
increased more than 2,400 percent from 2000 to 2012. Babies suffering from drug 
dependence are more likely than other newborns to have complications such as low 
birth weight and respiratory complications, placing additional hurdles in place to be- 
coming healthy and adding costs to the healthcare system. What activities is FDA 
involved in to address the rising number of babies being born dependent on opioids? 

Answer. The agency is also alarmed by the dramatic increase in the number of 
babies born with Neonatal Opioid Withdrawal Syndrome (NOWS) and recently aug- 
mented the labeling warnings about this risk for ER/LA opioid analgesics. Product 
labeling is FDA’s primary tool to inform prescribers about approved uses of medica- 
tions and to assist them in making the best decisions for their patients. 

For women with chronic pain, there are no analgesics that come without some 
risk to a developing fetus. Nonsteroidal anti-inflammatory drugs (NSAIDs) cannot 
be used during the third trimester. Other non-opioid medications used for the treat- 
ment of pain also have risks. 

Given the risks associated with alternative products, opioid analgesics may be an 
appropriate treatment option during pregnancy. We are committed to providing the 
necessary information to prescribers and patients so that they may make informed 
decisions regarding appropriate use of these drugs during pregnancy. 

As noted above, FDA is also continuing its close participation in surveillance ef- 
forts through the Prescription Drug Abuse Subcommittee of the HHS Behavioral 
Health Coordinating Council. 

Question. Incidence of skin cancer continues to rise in the United States. One 
American dies every hour from melanoma, the deadliest form of skin cancer. We 
know that sun exposure is a high risk factor for melanoma and we know that using 
sunscreen effectively can reduce that risk. Yet, Americans still do not have access 
to sunscreen ingredients that have been on the market all over the world. To en- 
courage the FDA to review the backlog of sunscreen applications that had been 
pending for more than a decade. Congress passed and I supported the Sunscreen 
Innovation Act, which was signed into law by President Obama last November. 
What steps are being taken by FDA to see that sunscreen ingredients that have 
been on the market and used safely all over the world are accessible to Americans? 

Answer. It is very important that consumers have access to safe and effective pre- 
ventive skin care drug products. FDA is actively working to assure that sunscreens 
containing the ingredients being evaluated under the Sunscreen Innovation Act 
(SIA) provide such protection. 

As required by the SIA, FDA has completed several important steps in the review 
process for sunscreen active ingredient applications marketed for a material time 
and extent in other countries and determined eligible for review prior to enactment 
of the SIA. We have reviewed all eight pending sunscreen active ingredient applica- 
tions, evaluated submitted data, and identified the missing information we need to 
determine that sunscreens containing each ingredient would be generally recognized 
as safe and effective. We have issued proposed orders outlining additional data 
needed in order to make a determination that each ingredient meets this standard. 

As outlined in the SIA, the data requested must be gathered and submitted to 
the FDA for evaluation before the agency can proceed to a Final Sunscreen Order. 
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We look forward to receiving and reviewing the data. The agency is committed to 
doing its hest to continue to meet future deadlines under the SIA — and to provide 
American consumers with additional options for safe and effective sunscreen ingre- 
dients. 

Heightened concerns about the risk of skin cancer and premature aging have fun- 
damentally altered consumers’ use of sunscreen products over the past few decades. 
Americans once applied the products in modest amounts while at the beach or exer- 
cising during peak hours of summer sun exposure. In contrast today, Americans — 
young and old, fair-skinned and not — now routinely spread on sunscreens all year 
round. 

A significant increase in the amount and frequency of sunscreen exposure com- 
bined with advances in scientific understanding that some sunscreen ingredients 
may be absorbed into the bloodstream have raised safety concerns. 

The SIA does not relax FDA’s scientific standards for evaluating safety and effec- 
tiveness or the requirement that the agency have adequate data on which to base 
a generally recognized as safe and effective (GRAS/E) determination. FDA has pro- 
posed data requirements, unanimously supported by an Advisory Committee panel 
of independent scientific experts, to meet this standard. We look forward to receiv- 
ing and reviewing industry data — and helping American consumers make informed 
decisions about these products. 


Questions Submitted by Senator Steve Daines 

Question. Earlier this month, FDA took the significant step of approving the first 
biosimilar drug. It is disappointing, however, that important guidance is still not 
forthcoming from the agency on issues such as naming, interchangeability, and oth- 
ers. In fact, in the almost exactly 5 years since enactment of the biosimilars law, 
no final guidance on any biosimilars topic has come from FDA. 

What is the anticipated timeline for these important guidance documents, which 
are essential to encouraging and assisting companies to develop biosimilars that will 
benefit patients? 

Answer. While the agency cannot provide a specific timeline for the release of any 
guidance, FDA continues to clarify our approach to implementation of the BPCI Act 
and provide guidance and information to assist biological product developers — spon- 
sors/companies — with bringing biosimilar and interchangeable products to market. 

FDA has recently issued three final guidances: 

— Scientific Considerations in Demonstrating Biosimilarity to a Reference Product 

— Quality Considerations in Demonstrating Biosimilarity of a Therapeutic Protein 
Product to a Reference Product 

— Biosimilars: Questions and Answers Regarding Implementation of the Biologies 
Price Competition and Innovation Act of 2009 

FDA has published the following draft guidances since 2012: 

— Clinical Pharmacology Data to Support a Demonstration of Biosimilarity to a 
Reference Product 

— Reference Product Exclusivity for Biological Products Filed Under Section 
351(a) of the PHS Act 

— Formal Meetings Between the FDA and Biosimilar Biological Product Sponsors 
or Applicants 

— Biosimilars: Additional Questions and Answers Regarding Implementation of 
the BPCI Act of 2009 

The agency is continuing to review the comments received as we move forward 
in finalizing these draft guidances. In addition, FDA expects to issue draft guidance 
in 2015 on the following topics identified in CDER’s Guidance Agenda: 

— Considerations in Demonstrating Interchangeability to a Reference Product 

— Statistical Approaches to Evaluation of Analytical Similarity Data to Support 
a Demonstration of Biosimilarity 

— Labeling for Biosimilar Biological Products 

— Nonproprietary Naming for Biological Products 

Question. Within 30 days, please provide the subcommittee with a list of 
biosimilars guidance documents you expect to publish this calendar year. With re- 
spect to any draft biosimilars guidance, please indicate when you expect to make 
that guidance final. 

Answer. Please see the previous response. 
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Questions Submitted by Senator Jeff Merkley 

STATE inspection STANDARDS FOR FSMA 

Question. The budget includes $32 million to train approximately 1,000 State food 
safety inspectors, and to help the States implement real-time information sharing 
capacity with FDA. That comes out to training about 20 inspectors in each State, 
which isn’t that many. 

What oversight will FDA provide to make certain that State inspections are up 
to FDA standards, and how will they monitor the States? 

Answer. For State inspections performed under FDA food inspection contracts, 
FDA will evaluate the contracted State agencies’ overall performance throughout 
the contract period. Inspectional performance evaluation will include review of in- 
spection reports, audit assessments and joint Federal/State inspections. State in- 
spections will be collaboratively scheduled by the FDA district offices and each con- 
tracted State agency. In addition, there are 40 State-manufactured food regulatory 
programs enrolled in the Manufactured Food Regulatory Program Standards 
(MFRPS), which represents 89 percent of contracted inspections, which are used by 
the States as a guide for consistent, continuous improvement for State food manu- 
facturing programs. MFRPS standards promote development of a high-quality State- 
manufactured food regulatory program and include a process for continuous im- 
provement. The MFRPS are updated, when applicable, to facilitate compliance with 
new legislation, regulations, guidance, inspection programs, and agency rules as 
they are developed. 

Finally, FDA recognizes the need to establish training programs for Federal and 
State inspectors who will conduct inspections on behalf of FDA for the new FSMA 
regulations. The expected outcome of the evaluation is to ensure competency in the 
performance and quality of inspections regardless of the regulatory entity that per- 
forms such inspections. 


IMPORTED FOOD INSPECTION 

Question. GAO recently published a report regarding FDA’s foreign offices and 
made a couple of significant findings. The first was that FDA is not conducting 
nearly the number of foreign inspections as FSMA mandated. They conducted ap- 
proximately 1,300 inspections in 2012, and plan to conduct only 1,200 in fiscal year 
2015. FSMA mandated 600 inspections in 2011, with a doubling of the previous 
years’ inspection level for the following 6 years. The second finding was that 44 per- 
cent of foreign office positions were vacant as of October 2014. 

I understand that the FDA has indicated that they don’t intend to fulfill the 
FSMA mandate, and don’t necessarily believe that would be useful. 

However, how is FDA determining what the appropriate level of physical foreign 
inspections should be? 

Answer. Under the FDA Food Safety Modernization Act (FSMA), FDA was di- 
rected to inspect at least 600 foreign food facilities in 2011 and, for each of the next 
5 years, to inspect twice the number of facilities inspected during the previous year. 
FSMA provides FDA a multi-faceted toolkit to better ensure the safety of imported 
food. This toolkit includes increased foreign inspections, as foreign inspections pro- 
vide direct accountability for inspected firms, incentives for all foreign firms export- 
ing to the United States to comply with U.S. requirements, and critical intelligence 
for FDA concerning foreign food safety practices. The toolkit also includes sharp- 
ening private sector accountability for import safety, leveraging private sector re- 
sources, and taking advantage of any resources and services the foreign govern- 
ments can provide to elevate assurances that food imported into the United States 
meets FSMA’s prevention-oriented standards and requirements. 

Foreign inspections are an important part of the new import safety system man- 
dated by FSMA, but they cannot alone ensure comparable safety of imported and 
domestic food. FDA has been clear in its Report to Congress under section 110(a)(1) 
of FSMA that the agency does not anticipate going significantly beyond 1,200 for- 
eign food facility inspections per year in the foreseeable future until after other 
parts of the new import safety system have been implemented. FDA’s position is 
based on the enormity of the additional funding that would be needed to meet 
FSMA’s foreign inspection goals, coupled with FDA’s view that additional resources 
would be more effectively spent first on implementing tools in the FSMA import 
safety toolkit that leverage both FDA and private sector resources to ensure the 
safety of foods exported to the United States by foreign firms. 

FDA is committed to allocating its resources using a risk-based inspection model 
for the selection of firms and the number of firms per country. This risk-informed 
approach is based on the strategic allocation of programmatic resources by inte- 
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grating in a systematic manner the relevant quantitative, qualitative, and deter- 
ministic public health safety factors to obtain a decision to select firms and coun- 
tries. This approach better protects the safety of the U.S. food supply and gives the 
agency flexibility to adjust FDA resources effectively and efficiently as emerging 
issues arise. 

FDA Centers and Offices work collaboratively on an inspection work plan each 
year. For example, the FDA India Office works with ORA and CFSAN to develop 
a work plan for food facilities inspections in India. The FDA India Office provides 
information to FDA headquarters regarding high-risk facilities and high volume fa- 
cilities that have not been inspected. The FDA India Office requests other food fa- 
cilities inspections based on local intelligence, e.g. complaints, informants, local 
news, and other sources. In March 2015, FDA signed a memorandum of under- 
standing with the Indian competent authority that has oversight of some food ex- 
ports. The FDA India Office hopes to be able to leverage information from this au- 
thority to further target high-risk food facilities that export to the United States. 

Another example is from the FDA China Office. The FDA China Office develops 
a list of recommended firms for inspection to share with ORA and the Centers. Simi- 
lar to the FDA India Office, the FDA China Office uses local intelligence to help 
select which firms should be included on the list in addition to those higher risk 
food facilities that have not had a previous inspection and are known to be active 
suppliers to the United States. 

FDA also is working diligently to fill vacancies within our foreign offices. In fact, 
since the time of the GAO report, FDA has already reduced the vacancy rate from 
44 percent to 40 percent. 

Question. Since you aren’t planning to fulfill the FSMA mandate, what is your 
plan? 

Answer. As discussed, FSMA provides FDA a multi-faceted toolkit to better ensure 
the safety of imported food. For example, the foreign supplier verification programs 
mandated by FSMA will be the foundation of a new system under which importers 
will take greater responsibility for ensuring that foreign manufacturers produce food 
in compliance with U.S. safety requirements. Another import-related program, the 
Voluntary Qualified Importer Program (VQIP), will make it easier for participants 
in the program to import items into the United States, based on demonstrated high- 
performance in food safety, and enable FDA to better focus its resources on poten- 
tially higher risk imports. FSMA also directs FDA to establish an accredited third- 
party audit program, under which third-party auditors can assure importers and 
FDA that foreign producers are using effective preventive controls. Final rules re- 
quiring foreign supplier verification programs and establishing the accredited third- 
party audit program are scheduled to publish this year. 

The agency is expanding its collaborations with foreign governments so that FDA 
can rely as appropriate on foreign government food safety programs and gain knowl- 
edge about the safety of foreign exports. This allows FDA to focus its own resources 
more efficiently. 

FDA’s current focus with respect to foreign facility inspections is targeting them 
to achieve the greatest public health benefit. FDA’s selection of foreign food facilities 
for inspection is based on an overall, cross-cutting risk profile. The primary factors 
contributing to a facility’s risk profile include: (1) the food safety risk associated 
with the commodity (the type of food), (2) the manufacturing process, and (3) the 
compliance history of the facility, such as refusal rates for products that were denied 
entry into the United States. In addition, section 201 of FSMA requires FDA to 
identify high-risk facilities and allocate resources to inspect facilities according to 
the known safety risks of the facilities, and includes several factors to consider when 
making that assessment. 

FDA is committed to reconfiguring import screening and field exam activities to 
complement oversight of FSMA’s foreign supplier verification requirement and en- 
sure that FDA is making strategic, risk-based use of its import oversight resources. 
This initiative is documented in FDA’s Operational Strategy for the Implementation 
of FSMA (http://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm395105.htm). 
FDA is also committed to building data integration and analysis systems to 
strengthen risk-based targeting of resources. As FDA moves forward with imple- 
menting the new FSMA toolkit for imports, FDA intends to monitor, analyze, and 
reconsider a host of factors, including the number of foreign inspections we conduct 
and how we target establishments. FDA will adjust its plan as necessary, and as 
funding permits, to further our public health mission. All of these activities will con- 
tribute to FDA’s ability to ensure comparable safety of imported and domestic food 
and also rely on FDA receiving sufficient resources. 

Question. How has a vacancy rate that high affected the ability of the foreign of- 
fices to do their jobs, and how are you addressing this issue? 
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Answer. As noted in the GAO report, FDA has undertaken efforts to improve 
staffing in its foreign posts but has experienced some challenges. For example, fol- 
lowing expanded funding under the China Safety Initiative, FDA’s China Office has 
been working extensively and over an extended period of time with Chinese counter- 
parts to obtain visas for an increased number of FDA staff to be based in China. 
In a positive development, the FDA signed two Implementing Arrangements (lAs) 
with its Chinese counterparts in November and December 2014. The documents, 
signed with China’s General Administration of Quality Supervision, Inspection and 
Quarantine (AQSIQ) and China’s Food and Drug Administration (CFDA), frame the 
work of regulatory personnel posted in each country, outline the expectations of 
FDA and AQSIQ regarding inspections of food facilities, and detail the expectations 
of FDA and CFDA regarding inspections of drug facilities. 

As of May 2015, there are now 11 FDA FTEs in the FDA’s Beijing, China Office. 
This includes an additional seven staff who have recently been issued visas and de- 
ployed to the China Office. We have one foods investigator who is preparing to de- 
ploy, but has not yet applied for her visa. We currently also have two drug inves- 
tigators on short-term detail. The FDA China Office is actively recruiting staff to 
reduce the current vacancies and is working closely with FDA’s Office of Human Re- 
sources (OHR). FDA continues to augment the staff in China with temporary duty 
details and foreign cadre inspections to complete its inspectional work plans in 
China. 

The FDA India Office also has faced recruitment challenges but is working to hire 
additional staff. At present, the FDA India Office has five positions filled, including 
two food investigators. The FDA India Office has set an inspection target for in- 
country investigators to ensure inspection performance expectations are met. For 
fiscal year 2014, FDA India Office food inspections met work plan goals. Fiscal year 
2015 inspectional targets are currently on track to meet expectations. FDA will con- 
duct inspections with temporary duty details and foreign cadre inspectors until full 
staffing is achieved. 

More generally, to address some of the recruitment challenges for a foreign as- 
signment, FDA’s Office of International Programs has: 

— Developed continuous vacancy announcements for multiple geographic sites to 
maximize the pool of applicants. 

— Developed an SOP for foreign post renewals and extensions to remove obstacles 
to retaining staff. 

— Created interview panels that include relevant Center involvement to promote 
the selection of subject matter experts knowledgeable about Centers’ programs. 

— Strengthened the OIP deployment process(es). 

— Created temporary details. 

— Made more strategic utilization of locally employed staff (LES) in foreign posts. 

— Leveraged other U.S. Government agencies field deployment processes/pro- 
grams. 

Despite some challenges to recruit highly qualified investigators to our foreign of- 
fices, OIP has been successful in strengthening inspection capabilities in FDA’s of- 
fices overseas. In the past year alone, FDA’s foreign offices have increased the total 
number of inspections and expanded the countries in which foreign inspections are 
being conducted by in-country investigators and investigators on 60-120 day detail 
assignments to foreign offices. 

FDA OFFICE OF REGULATORY AFFAIRS (FIELD STAFF) REORGANIZATION 

Question. You started an initiative last year to reorganize your field staff in order 
to make them more specialized. The goal appears to be to have inspectors who are 
very focused on one type of inspection — drug facility inspections, for example, in- 
stead of having inspectors who have to play many different roles. With the increas- 
ing complexity of drug and food manufacturing, as well as FSMA implementation, 
this seems like a good idea. 

Will this reorganization require additional funding and training? If so, how much? 

Answer. FDA is working to realign inspection and compliance staff and managers 
by program (e.g. food, pharmaceutical, etc.). Training is a critical component of en- 
hancing specialization of FDA’s inspectorate and ensuring the staff has the expertise 
and tools needed to keep pace with changing and advancing technology in the indus- 
tries FDA regulates. 

As part of FDA’s program alignment efforts, ORA is working with FDA Centers 
to evaluate current training programs, develop new and novel approaches for train- 
ing staff, and work toward more collaborative training leveraging both Center and 
Field experts. FDA will train our staff. State partners, and educate industry on new 
regulations resulting from FSMA, FDASIA, and other recently enacted laws. At this 
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time, however, it is unclear whether or not the agency will require any additional 
resources or training related to the realignment effort. 

Question. Do you anticipate hiring additional staff as part of this effort? 

Answer. It is too early to precisely predict the Office of Regulatory Affairs’ (ORA’s) 
future staff requirements, transitioning from a geographically based management 
model to a program-based management model, where investigations, compliance, 
and operational managers are aligned by program. ORA is comparing its current 
staffing level with the staffing needs for each program area. This information, along 
with data from each program’s inventory, will be used to determine the gaps in 
staffing by program area. Once this gap analysis is complete, ORA will begin align- 
ing staff to the new program management model and employ specific hiring require- 
ments by program. 

Question. How will you make sure the inspection staff is properly allocated across 
the country? 

Answer. As FDA works to align inspection and compliance staff and managers, 
FDA is evaluating the current inventory of regulated firms across the country and 
across the globe. In the past decade, FDA has seen unparalleled growth of imported 
products which necessitates FDA to allocate staff across the United States based on 
domestic industry and at ports of entry and in foreign countries to ensure protection 
of the American public. FDA will align current staff not only by program but also 
by operational needs ensuring staff will be best positioned to inspect, examine, and 
collect samples of both domestic and imported products. In addition, FDA will target 
any inspectional hiring in those specialties and locations where there is a need. 

ELECTRONIC DRUG INSERTS 

Question. FDA recently published a rule requiring electronic-based labeling for 
healthcare providers, but there have been many concerns raised about them. The 
ag report last year actually included language directing FDA not to publish a rule 
that would require electronic labeling in lieu of paper inserts. Concerns raised in- 
clude cybersecurity issues, a lack of access to the Internet in parts of rural America, 
and the loss of Internet access everywhere during a time of disaster. I understand 
that this rule only applies to healthcare providers and not packages provided di- 
rectly to patients, but I believe these concerns are still valid. 

Wby did FDA move forward on this rule, and will these issues be addressed in 
the final rule? 

Answer. On December 18, 2014, FDA issued a proposed rule entitled “Electronic 
Distribution of Prescribing Information for Human Prescription Drugs, Including Bi- 
ological Products.” We believe that this proposed rule addresses the Committee’s 
concerns about the use of electronic labeling, while at the same time ensuring that 
the most up-to-date prescribing information is available for use by healthcare pro- 
viders. 

If finalized as proposed, this rule would generally require that prescribing infor- 
mation intended for healthcare professionals be distributed electronically, but also 
provide for continued access to prescribing information in paper format in a number 
of circumstances. For example, the proposed rule allows for drugs to be exempted 
from electronic-only distribution if electronic-only distribution could adversely affect 
the safety, effectiveness, purity, or potency of the drug; is not technologically fea- 
sible; or is otherwise inappropriate. Also, the proposed rule requires manufacturers 
to provide a toll-free telephone number that healthcare providers can call 24 hours 
a day, 7 days a week to request a paper copy of the label. 

FDA would like to emphasize that this is a proposed rule, subject to notice-and- 
comment procedures. We granted a request to extend the comment period for 60 
days, until May 18, 2015. FDA will consider all comments submitted in response 
to the proposal as we work to finalize the rule. We fully expect that the concerns 
you have raised will be addressed through that process. 

FOOD SAFETY CENTERS OF EXCELLENCE 

Question. As you know, CFSAN has for a number of years supported several Food 
Safety Centers of Excellence that help to support the food safety research needs of 
the FDA through basic research and various other tasks. The Committee has long 
been supportive of the work of these Centers. 

Can you please provide some background on Food Safety Center of Excellence 
funding for fiscal year 2015 and fiscal year 2016, and whether or not there will be 
an increase in basic research support levels in fiscal year 2016? 

Answer. The FDA Food Safety Centers of Excellence (COEs) support critical col- 
laboration between FDA and academic institutions to advance regulatory science 
through innovative research, education, and scientific exchanges. 
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In fiscal year 2014 CFSAN awarded $11,025 million in funding to the COEs. 
While FDA intends to maintain strong support for these Centers, final decisions on 
precise funding amounts for fiscal years 2015 and 2016 are still pending. 


Questions Submitted by Senator Dianne Feinstein 

FDA OVERSIGHT OF ANTIBIOTIC USE AND RESISTANCE 

Question. Commissioner Hamburg, I am pleased to know that your agency expects 
drug companies to fully participate in the agency’s policy for withdrawing growth- 
promoting uses of medically important antibiotics in food animals. To what extent 
does the agency expect this policy to reduce antibiotic use in agriculture? Does the 
agency have specific performance goals for this policy? 

Answer. FDA is confident that the changes outlined in Guidance for Industry 
(GFI) #213 will be fully implemented by the December 2016 target date. These 
measures will significantly change how these drugs have been used for decades. Pro- 
duction uses of medically important antimicrobials will be eliminated as will over- 
the-counter access to the remaining therapeutic uses of these products in the feed 
or water of food-producing animals. In addition to tracking completion of these 
changes, FDA is enhancing data sources in a number of ways to help monitor the 
effects of GFI #213 over time. For example, FDA intends to publish a proposed regu- 
lation that would enhance the quality and utility of antimicrobial drug sales and 
distribution data it receives on antimicrobial drugs intended for use in food-pro- 
ducing animals by requiring reporting of such data by animal species. FDA is also 
working with State partners to perform whole genome sequencing on samples col- 
lected under the National Antimicrobial Resistance Monitoring System (NARMS), 
which will provide unprecedented data on the traits of resistant strains of foodborne 
bacteria from animals and animal-derived foods. Further, FDA is working with the 
Centers for Disease Control and Prevention (CDC) and the United States Depart- 
ment of Agriculture (USDA) to develop a plan for collecting additional data on anti- 
biotic use and resistance to help provide a comprehensive, objective, and balanced 
summary assessment of antibiotic drug use and resistance in animal agriculture. 
FDA is continuing to work with USDA and CDC in developing this plan and expects 
to hold a public meeting in the summer of 2015 to obtain input from the public. 

Question. Commissioner Hamburg, I am concerned that some antibiotics approved 
for disease prevention or control do not have an explicitly defined duration or use 
or may be approved for use at a sub-therapeutic dose. What steps is the agency 
going to take to ensure these antibiotics are not used inappropriately in agriculture? 

Answer. As FDA moves forward with implementing the changes outlined in Guid- 
ance for Industry (GFI) #213, FDA is also focusing on the remaining therapeutic 
uses of those products and evaluating whether additional improvements can be 
made to better align those uses with current antibiotic stewardship principles. For 
example, concerns have been raised about the use of medically important antibiotics 
for prevention purposes. FDA considers uses that are associated with the treatment, 
control, and prevention of specific diseases to be therapeutic uses that are important 
for assuring the health of food-producing animals, but would not consider the ad- 
ministration of a drug to apparently healthy animals in the absence of any informa- 
tion that such animals were at risk of a specific disease to be judicious. In addition, 
when such uses of medically important antibiotics are deemed necessary, it is im- 
portant that the duration of administration be appropriately limited. Therefore, as 
part of FDA’s overall effort to ensure the judicious use of medically important anti- 
biotics, FDA is currently developing a process and timeframe for evaluating and ad- 
dressing that issue. 

Question. Commissioner Hamburg, I strongly support your agency’s move to bring 
antibiotics under veterinary oversight. In your policy on judicious antibiotic use, you 
establish guidelines for veterinarians to consider when directing that an antibiotic 
be used for disease prevention, such as using antibiotics only for animals at risk 
of developing an infection and when no other reasonable alternatives exist. What 
steps is the agency going to take to ensure these guidelines are followed? 

Answer. In highlighting the importance of veterinary oversight of medically impor- 
tant antibiotics, FDA noted in Guidance for Industry (GFI) #213 that veterinarians 
in the course of their professional practice take into consideration a number of rel- 
evant factors for determining the risk of a specific bacterial disease and for deter- 
mining whether the use of medically important antimicrobials for prevention pur- 
poses is appropriate in a particular situation. These factors include whether: (1) 
there is evidence of effectiveness; (2) such a preventive use is consistent with accept- 
ed veterinary practice; (3) the use is linked to a specific etiologic agent; (4) the use 
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is appropriately targeted to animals at risk of developing a specific disease; and (5) 
no reasonable alternatives for intervention exist. 

A critical step that is being taken through implementation of GFI #213 is to 
change the over-the-counter (OTC) status of these products so that licensed veteri- 
narians have an oversight responsibility and are in a position to ensure that factors 
such as those described above are taken into consideration. Once the feed use prod- 
ucts are changed from OTC to Veterinary Feed Directive (VFD) status, veterinary 
authorization of these products must be done in compliance with the procedures de- 
scribed in the VFD regulation. In conjunction with implementing the updated VFD 
regulation, FDA intends to enhance its inspectional activities to ensure compliance 
with the VFD requirements. FDA is also directing resources towards education and 
training on the VFD process and on judicious use. FDA is also engaging veterinary 
and producer organizations in this issue, as they play a key role in veterinarians’ 
practical application of judicious use principles at the farm level. FDA is very en- 
couraged by the strong commitments organizations like the American Veterinary 
Medical Association have made to this effort. 

Question. Commissioner Hamburg, Congress provided an additional $3 million for 
the National Antimicrobial Resistance Monitoring System (NARMS) in fiscal year 
2015, and this increased funding level was requested in the fiscal year 2016 budget. 
Can you describe how your agency will use these increased funds to make critical 
improvements to NARMS, and how these improvements will allow it to collect sta- 
tistically valid data on antibiotic resistance trends in foodborne pathogens and to 
identify more outbreaks involving antibiotic-resistant pathogens? 

Answer. FDA is using the extra funds to collect additional retail meat samples for 
the analysis of antimicrobial resistance and to implement advanced technologies in 
molecular characterization to improve microbial analysis. 

Prior to its receipt of the additional monies, NARMS was only able to sample ap- 
proximately 6600 retail meats, resulting in the recovery of 300-600 Salmonella iso- 
lates. This did not provide enough data for statistically valid analysis of anti- 
microbial resistance trends for most products. With the additional monies NARMS 
is working to increase the number of samples tested by the current participating 
laboratories and expand testing to include additional geographic areas not currently 
under surveillance. With these changes FDA will be able to collect enough Sal- 
monella isolates to improve the statistical confidence around NARMS resistance 
trends, thereby making NARMS data more useful for regulatory decisionmaking. 
This enhancement also meets Sub-Objective 2.4.1 of the White House’s National Ac- 
tion Plan for Combating Antibiotic Resistant Bacteria, “Enhance surveillance of an- 
tibiotic resistance in animal and zoonotic pathogens and commensal organisms by 
strengthening NARMS and leveraging other field- and laboratory-based surveillance 
systems.” 

The advent of whole genome sequencing (WGS) is poised to vastly improve the 
microbiology and epidemiology of infectious diseases. At relatively low costs, com- 
prehensive genetic information can be gleaned in a short time. With the enhanced 
funding, NARMS has been able to continue efforts to implement WGS, as well as 
the information technology and bioinformatics infrastructure needed to sustain it, 
through the purchase of additional equipment, software, and reagents. Furthermore, 
NARMS now has the capacity to sequence all Salmonella isolates collected from re- 
tail meats from 2002 (the inception of the retail meat program) to present. By ex- 
panding the whole genome sequence database with retail meat isolates collected 
through NARMS, FDA will greatly improve the detection of foodborne outbreaks, 
the attribution of resistant infections, and research on the evolution and spread of 
resistant bacteria in the food supply, among other things. By the end of the year, 
NARMS will publish the sequence information and accompanying metadata for all 
retail Salmonella isolates tested through 2014. 


Questions Submitted by Senator Patrick J. Leahy 

FOOD SAFETY MODERNIZATION ACT 

Question. The premium Vermont brand depends on adhering to the highest stand- 
ards of quality and food safety. However, Vermont’s diversified farms are very con- 
cerned that implementation of the Food Safety Modernization Act may crush them 
under a burden of fees, paper work, and poorly targeted and confusing rules. I ap- 
preciate that your food safety team, led by Mike Taylor, has visited Vermont several 
times and has listened many of my constituent’s concerns, resulting in better rules, 
yet many questions still remain for our farmers and our State agencies. 
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The budget request includes an increase of $109.5 million for a total of a total 
of $1.3 billion in budget authority for FSMA implementation. By your own estimate 
this leaves a gap of $166 million. I am worried that your budget falls short on the 
needs for your State partnerships, staff training, and education and technical assist- 
ance for producers and value added agriculture. 

With this gap and your current funding request, please explain to me how you 
are going to educate before you regulate? 

Answer. In addition to the increase of $109.5 million in Budget Authority, FDA 
has also proposed an additional $191.8 million in User Fees. Taken together, FDA 
believes this additional $301.2 million will allow FDA to fully implement FSMA. 

FDA intends to continue partnering with other Federal, State, and foreign govern- 
ment agencies and organizations; land grant universities and other academic insti- 
tutions; produce farm and food industry associations; and food safety professional 
organizations during the implementation phase. We remain committed to increasing 
education and accessibility to technical assistance to foster and facilitate compli- 
ance. At our recent public meeting on the implementation strategy for the FSMA 
rules, we received additional input from the public on the best ways for us to help 
educate industry to assist in compliance and improve public health. However, FDA’s 
ability to complete the activities described depends on receiving the proposed fund- 
ing in the fiscal year 2016 President’s budget. Without this funding, these activities 
would need to be scaled back. 


DIETARY GUIDELINES 

Question. The FDA’s Dietary Guidelines Advisory Committee (DGAC) rec- 
ommended on February 19, 2015, an update to the Dietary Guidelines and urged 
the FDA to re-consider its advice that pregnant women or those that may become 
pregnant eat no more than 6 ounces of albacore tuna per week, concluding that “for 
the majority of commercial wild and farmed species, neither the risks of mercury 
nor organic pollutants outweigh the health benefits of seafood consumption, such as 
decreased cardiovascular disease risk and improved infant neurodevelopment,”. A 
number of consumer and public health stakeholders have raised significant concerns 
with the reliability of the risk/benefit risk analysis on which the recommendation 
is based as compared to the volumes of peer reviewed literature on which the cur- 
rent tuna consumption advisory is based. 

How will the FDA have reconcile the new risk benefit approach recommended by 
the Dietary Guidelines Advisory Committee with the established scientific literature 
to publish final guidelines that best promote public health? 

Answer. In developing the draft updated fish consumption advice released in June 
2014, FDA and EPA reviewed the totality of the scientific evidence, including the 
research that influenced the recommendation in the Dietary Guidelines for Ameri- 
cans 2010. That totality of science included evidence on the harmful effects of 
methylmercury and beneficial effects from eating fish. In addition, an FDA analysis 
of seafood consumption data from over 1,000 pregnant women in the United States 
found that 21 percent of them ate no fish in the previous month. Those who ate 
fish ate far less than the Dietary Guidelines for Americans recommends, with 50 
percent eating fewer than 2 ounces a week. 

Before issuing final advice, FDA and EPA committed to accepting and considering 
public comment as well as seeking the advice of the FDA’s Risk Communication Ad- 
visory Committee (RCAC). RCAC held a public meeting on the draft updated advice 
on November 3-4, 2014, which provided a forum for open discussion of the issues. 
The public comment period closed on March 26, 2015. 

The agencies are now considering the public comments and whether any modifica- 
tions to the advice are needed. We expect this process to be completed in 2015. 
Please be assured that completing the updated advice remains a priority. 

SUBCOMMITTEE RECESS 

Senator Moran. This subcommittee will meet again at 10 a.m. 
on Tuesday, March 17. Our witness will be the Secretary of Agri- 
culture, Secretary Vilsack. 

We thank you all for your presence. Wish you well. Commis- 
sioner, in your future endeavors. 

Dr. Hamburg. Thank you. 

Senator Moran. I thank everyone for their attendance. This 
meeting is adjourned. 
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[Whereupon, at 11:34 a.m., Thursday, March 12 , the sub- 
committee was recessed, to reconvene at 10 a.m., Tuesday, March 
17.] 



